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!>iv ,...._ \ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ -- '.L ~~ ... ~ \ r! WASHINGTON, D.C. 20460 

«'1, r1' ""'t PAO,~ 

OCT - 6 2003 OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Mr. Stephen J. Wratten 
Monsanto Company 
600 13th Street, N. W., Suite 660 
Washington, DC 2005 

Dear Mr. Wratten: 

Subject: Exchange Herbicide (Update First Aid Statement and Other Changes) 
EPA Registration No. 524-339 
Application Dated July 7, 2003 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act, as amended is acceptable provide your 
make the following changes. 

- Under Storage and Disposal revise "Storage" to read "Pesticide Storage" and ' 'Disposal" to read 
"Pesticide Disposal".--

Submit three (3) copies of your final printed labeling incorporating the above changes. Amended 
labeling will supercede all previously accepted ones. A stamped copy of labeling is enclosed for 
your records. 

Sincerely, 

ttu.1.u_ le. t<k_ tt:tt~ Jc-,-J 
James A Tompkins 0 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 
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Exchange Herbicide 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. HARMFUL IF 
SWALLOWED OR INHALED. MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. Wear goggles or face 
shield. Avoid breathing vapor or spray mist Wash thoroughly 
with soap and water after handling. Remove contaminated 
clothino and wash contaminated clothino before reuse. 
First Aid: Call a poison control center or doctor for treatment 
advice. 
IFIN EYES 

IF ON SKIN 

Hold eye open and rinse slowly and gently 
with water for 15 • 20 minutes. Remove 
contact lenses, if present, after the first 5 
minutes, then continue rinsing eve. 
Take off contaminated clothing. Rinse skin 
Immediately with plenty of water for 15 - 20 
minutes. 

IF I Have person sip a glass of water if able lo 
SWALLOWED swallow. Do not induce vomiting unless told 

lo do so by the poison control center or 
doctor. Do not give anything by mouth to an 
unconscious oerson. 

IF INHALED Move person to fresh air. If person is not 
breathing, call 911 or an ambulance, then 
give artificial respiration, preferably by rnouth­
to-mouth ii POSSible. 

Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. This 
product is identified as Exchange Herbicide, EPA Reg. No. 
524-33\ YJ>u mS¥ 1$piontact (314) 694-4000, call collect day 
or niaht.efol"l!mer<!encv l!ealment information 
NOTE Jo: P~Y~IC1Aft Probable mucosa! damage may 
contrainditate tl$~se ef'!;rastric lavaqe. 

•• • •••••• 
• • • • • • •• . [ . . . . . .. 
• • • • • • • •• 

:. ef>_A Est. ~!4-l..1f-1 8 . 9'2_4tlA-1 • 

Environmental Hazards 
Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless in 
accordance with the requirements of a National Pollution 
Discharge Elimination System (NPOES) permit and the 
permitting authority has been notified in writing prior to the 
discharge. Do not discharge effluent containing this product into 
sewer systems without previously notifying the sewage treatment 
plant authority. For guidance, contact your State Water Board or 
R~ional Office of the EPA. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored using only 
stainless steel, aluminum, fiberglass, plastic and plastic-lined 
containers. 
DO NOT MIX, STORE OR UTILIZE THIS PRODUCT OR 
SOLUTIONS OF THIS PRODUCT IN GALVANIZED STEEL OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CONTAINERS 
OR TANKS. This product or solutions of this product react with 
such containers and tanks to produce hydrogen gas which may 
form a highly combustible gas mixture. This gas mixture could 
Rash or explode, causing serious personal injury, if ignited by 
open flame, spark, welder's torch, lighted cigarette or other 
ignition source. 
In case of: SPILL or LEAK, soak up and remove to a landfill. 

DIRECTIONS FOR USE 
Read entire label before using this product. 
It is a violation of Federal law to use this product in any manner 
inconsistent with its labeling. 
Use only for manufacturing, formulating, or repackaging into 
a herbicide for use in aquatic, industrial, turf, ornamental 
nursery, tree and forest,y, and residential sites; or some or a/I of 
the following food cropping systems: root, bulb, and tuber 
vegetables, leafy vegetabli s, .brassi~ aQd, cucurbit vegetables, 
succulent and dried legum4 '4et~lls, truing vegetables, fruits 
(citrus, pome, stone, variOUS:tf'4Pi~I ~ ts, small fruits and 
berries), tree nuts, cereal gfains, Mim!I" ~rasses and forages, 
herbs, spices, and food crops Including asparagus, avocado, 

• • • • • • • • • 
. . 

banana, canola, coffee, cotton, coconut, cranberry, dates, flax, 
grapes, kiwi, lychee, mints, olive, palms, peanut, pineapple, 
soybeans, strawberry, sugar beet, s1Jgarcane. and tea. 

Storage and Disposal 
STORAGE: Do not contaminate water, foodstuffs, feed or seed 
by storage or disposal. Keep container closed to prevent spills 
and contamination. 
DISPOSAL: Wastes of this product may cause irreversible eye 
damage and may be dangerous. Improper disposal of excess 
pesticide or rinsate is a violation of Federal law. If these wastes 
cannot be disposed of by use according to the label instructions, 
contact your State Pesticide or Environmental Control Agency, or 
the Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 
Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is cleaned, 
reconditioned or destroyed. 
Triple rinse emptied container. Then offer for recycling or 
reconditioning, or dispose of in a manner approved by state and 
local authorities. 
ACTIVE INGREDIENT: 
'Glyphosate, in the form of its isopropylamine salt.. ......... 41.0% 

OTHER INGREDIENTS: ..................................................... 59.0% 
100.0% 

•Contains 480 grams per liter or 4 pounds per U.S. gallon of the 
active ingredient glyphosate, in the form of its isopropylamine 
salt. Equivalent to 356 grams per liter or 3 pounds per U.S. 
gallon of the acid glyphosate. 
LIMIT OF WARRANTY AND LIABILITY 
Monsanto Company does not warrant any product reformulated 
or repackaged from this product except in accordance with this 
Company's stewardship requirements and with express written 
permission from Monsanto Company. 

EPA Reg. No. 524-339 

Exchange is a trademark of Monsanto Technology LLC. 

EPT!!':D 
• • • • • 

LOT NO. : •• • • • • •• • PAOKER • 

• • • • • • • • •• •••• with COMi'tcT.TS 
In EPA L~~ lb. 

© [date] MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167. U.S.A. OCT 6 ,003 [print plate] 
Under the Fed'!ral fo.-.e.:::icldc, 
Fungicide, llDd Iloden:icitle Ac1, 
~ amended, for ~ p~tleide 
registered llllder EPA Reg. No. 

S.24-..339 

l 
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.. 
PIHH ,..d /,,.truct/o,,. on ,.ve,s. hfo,. comoledno fonn. Form Annroved. 0MB No. 2070-0080 

United Stete1 e Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 296721 
Washington, DC 20460 

Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Cta11ifioatlon 

Monsanto I 524-339 Mr . James Tompkins 
181.None • Re1trioted 

-
4 . Company/Product (Name) PMI 

Exchange Herbicide 25 

5. Name and AddreH of Applicant (Include ZIP Coda) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Monsanto Company (b)(i), my product is similar or identical In composition and labeling 
600 13th Street, N .W., Suite 660 to: 

Washington, DC 20005 EPA Reg. No. • Check if this is • new addr8$S Product Name 

Section - II 

~ 
Amendment - Explain below. • Anal printed labels in response to 

Agency latter dated 
Resubmission In reeponse to Agency lotter dated • •Mo Too• Application. 

• • •••• Notification - Explain below. Other - Explain below. • • •••• . 

- . . -

Explanation: Use additional pogo(al If necessary. (For section I and Section II.) • • •• 
•••••• • 

Modify First Aid per PR Notice 2001-1 • • • • • • • • ••••• Update DFU Statements •••••• • • • •• • • • ••••• ••••• • • • ..... . 
Section - Ill •••• . . .... 

1. Material Thia Product Will Be Packaged In: . . 

Unit Packaging Water Soluble Packaging 2. Typo of Container • • • Child-Resistant Packaging •• •• 

E]v .. • E]v .. B v .. §~~ 
No No No 

Plo• tic 
Gian 

• Certification must 
If •va,· No. par If ·ves· No. per Paper 
Unit Packaging wgt. container Packego wgt container Other (Specify} 

be submitted 
I 

3. Location of Net Contents Information 4. Sizo(s) Reteil Container 6. Location of Lebel Dirootiona 

• D Container 
B On Label 

Lebel On Labeling accompanying product 

6. Manner in Which Lebel i• Affixed to Product F==3Uthogreph • Other 
Peper Peluod 
Stonci ed 

Section - IV 
1. Contact Point (Compl•t• it11ms dir11ctly below for ldantificadon of Individual to b• cont11ct11d, ff n•c11ssery, to process this appac_a.tipn.J 

• • Name Title Telephone Not •IM lude Area Code) 

Dr. Marsha Gray Registration Manager (202) 783• 2t 60 

Certification •••••• 8. Da¥ Application 
• • • • Roc-vvod I certify that the statomonta I hevo made on this form and a.II attachments thereto are true, accurate and c&mple~. • ••••• I acknowledge that any knowingly false or misleading etatemont may be punishable by fine or imprisorvnertt~• •: • (Stamped) 

both unde~applicable law. •• • • •••••• 

2s1,~~/1~/$~ 
3. Title ••••• • • • 

Ma':lager, Registrations ••••• • 
•••• • • •••• 

4. Typed Nam/ I 5. Date • • 
Stephen J. Wratten, Ph.D . July 7' 2003 • • • • • •• 

EPA Form 8570-1 /Rev. 8-94) Previous editions ere obsolete. ~ • EPA Ale Copy loriglnall YeUow • Ai,pUcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is eatimeted to everege 0.85 hour per 
reaponse, including time for reviewing lnsttuctioAll,,,,8Ntching existing date sources, gathering and maintaining the data needed, and compl9ling and 
reviewing the collection of information. Send C~lltl regarding the burden estimate or any other aspect of thie collection of informetion, including 
suggestions for reducing thie burden, to Chief, Information Policy Branch, (2138), U.S. Environmental Protection Agency, 401 M StrHt. SW, 
Weahington, DC 20460. 

INSTRUCTIONS; This form ie to be ueed for ell applications for new regil1ratlon, end UH reregistration, amendment. resubmiulon, to applicetions 
for notificetlona, final printed labeling, reregistration, etc. In order to procese an application for a new registration eubmitted on this form, the 
following meteriel must eccompany the application: 

1, Certification with Rnpect to Citation of Dete (EPA Form 8670-29). llf not exempted by 40 CFR 1S2.81 lb) (4)1; 
2. Confidentiel Statement of Formula (EPA Form 8570-4); 
3. Formulator'• Exemption Statement (EPA Form 8570-27); 
4. Aw copiH of draft labeling; 
5. Thfff cople• of any data eubmltted; 
6. Authorization letter where epplioable; 
7. Matrice1 where applicable. 

Submlalon of Labeling • Labeling ehould firet be submitted In the form of draft labels with all appllcationa for new regletration. Such draft label• mey be 
in the form of typed label text on 8.5 x 11 inch paper for submission or• mockup of the propoeed label. If prepaired for moekup, It lhould be 
constructed In • way as to facilitate storage in an 8.5 x 11 Inch me. Moc:kup lebel1 significantly smaller than 8.5 x 11 lnchet should ba mounied on 8.5 
x 11 inch peper for subminlon. 
Submlnlon of Data · Date submitted In support of thi1 application muet be eubmitttd in accordance with PR Notice 86-5 • 

.....,-=~.....,~~'-'-':,;.,,;F..-;;,:....:.x.:.~~= Pleue retd the instruction, listtd below before completing thi• application. First determine the type of regietratlon 
action, li1tod in Blectt A~ r which you are 1Ubmining this application. For eppllcations submittod In connection with New Regi1tratlon actions, Section, 
I, IU, and IV must b~ ~~mpleted by the applicant. For applications submitted In connection with amended raregi1tratlon actions, reaubml11ion1, 
notificetiona, rer • · re ns, etc., Sections I, II, and IV must be comph1tod by the applicant. 
Block A • Check , ,. appropriate action for which you ere eubmittlng thl• form. 

• • ••••• • • • 
SECTION I • T · • , i~n must be co lated, es applicable, for all regl1tration actions. 
1. Compeny/Product N mbar -,~l • your Company Number, if one hes been assigned by EPA. This number may have been assigned to you.,• 

basic ragi1tta t 'f trlbutor,• r •• an estebliahment. If your product i. regiatertd, insert the Product Number. 
2. EPA Product Mana • If k 1,"1'111 in the name end PM number of the EPA Product Manager. 
3. Propoud Clusl C41tlon • Speei+y, proposed clesaificatlon of thle product. 
4. Product Name • h r the complete product name of this peeticide as it will eppeer on the lebel. The name mutt ba apeclfio to thia product only. 

Duplication o ~n •I• not permitted among product, of the tam• company. Do not include any brand nsne or company line dulgnationa. 
5. Neme end A ,_ f Applicant • The neme of the firm or peraon end eddreH shown in your application la the person or firm to whom the 

regietration I ' ued. If you are acting in behalf of another party, you must aubmtt authorization from that party to act for them In registration 
mettere. An applicant not residing in the United Stetu must have an authorized agent residing in the United State1 to act for them In all 
registration manors. The name and complete moiling eddress of S\Jch an agent must accompany this application. 

6. Expedited Review • FIFRA section 3 (c) 3 (Bl provide1 for expedited review of applic1tlon11 for reglsuation, or amendments to existing reglatretl 
that ere similar or identical to other pesticide products thet ere currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Regiatretion Number and product name of the product you believe le similar to or Identical to 
your product. The product must be t!milar or identical in both formulation and lebeltd ueaa. 

SECTION II · Thia eaction mutt be oomplatad for ell applicatione eubmitted to amend the reglltration only of a currently regi,tared product 
(Amendment), for • rHubmi,aion In reaponae to en Agency letter, for notification, to the Agency, for the eubmi•lion of final printed labeling, for 
reregistration and for eny other action lhet pertains to • epeciflo EPA-registered product. Thia aeotlon l•·.!?2! 32 be ueed for• new applictt.ion for 
raglstretion. 

1. Subject of_ • ubmleeion • Check the applicable block and provide the Agency letter dete If appropriate. Provide a brief explanation of the purpoH(1) 
for the 1ubmission, such a, •the addition of a cite, pest or crop (specify)•; "amend the Confidential Statement of Formula by ... "; •reregistration 
aubmil8ion•; •general lebel revision of UH directions.• Attach• aeparate page if additional space it needed. 

SECTION Ill (Packaging and Container Information) • fhl• Section must be completed for ell applications submitted in connection with new 
registration or ap r.· e ndmenu. 
1. Type of Pact.ag,,rg ~ Check the appropriate block If your product will be packaged in the Indicated pecttaging type1. 

Indicate the •~e T e individual packet• and number per reteil container. 
2. Type of Reta ontalner • Indicate type of container in which product will be marketed. 
3. Location of Net ontenta • If!\¢ e e locetlon of the net contents Information for your product. 
4. Slz•l•l of Ret.ll•Con Iner - peci net contonu of elf retail container• for your produc~ 
5. Location of u:; ,: • ons - •Jd(IQI.• the location of the use directions for your product. 
6. Menner In whl lab la ,ffl;~ to product· Indicated the method product lebel Is attached to retail container . 

•••••• • • •••• 
ct Point)-• ·: action must bo completed for ell epplicetiona tor Registretion actions, i.e., new producte registration, 

reeubmi•eion, • ~: reregi1tretion, etc. 
• • 

1-5. Self-explenat • • 
6. EPA Uae O . • • • 

•• •• 
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MONSANTO I 

Document Processing Center (AMEND) 
Office of Pesticide Programs (7504C) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attention: Mr. James A. Tompkins 
Team Leader (25) 

July 7, 2003 

Subject: Exchange Herbicide (EPA Reg. No. 524-339) 
Modify First Aid per PR Notic~ 2001-1 
Update DFU statements 

MONSANTO COMPANY 

600 l)TH STREET, N.W. 

Sum 660 

WASHINGTON, D.C. 20005 

http://www.monsanto.com 

...... 
• • • • • 
•• ••• • • • •• 
•• ••• • • •• ••• 

••• • • • •••• 
••• • • • •• 

• • •••••• • 
• • •••• •• • 

• 
••• • • • •••• 
• • • • • •• •• 

- Dear Mr. Tompkins: 

Monsanto has begun a project to ensure that aJl of our active manufacturing use product labels 
are compliant with the First Aid formatting specified in PRN 2001-1. We have also taken this 
opportunity to update the paragraph in the Directions for Use section that lists approved use 
sites, and to ensure that the storage and disposal statements are sensible and consistent with 
modem practices. Enclosed are 5 copies of draft labeling for Exchange Herbicide for your 
review and approval. 

The label for this product was last approved on 15-Apr-1999, and the following changes are 
herein proposed. They wi ll apply also to Shackle C Herbicide, an alternate brand name on 
this registration: 

• No changes are proposed in the Precautionary Statements, other than reformatting the 
First Aid. 
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Mr. Tomplcins Page 2 
7-Jul-03 

• Some minor word changes are proposed for the Physical Hazards section, so as to 
conform exactly to wording used on other Monsanto glyphosate MUPs. 

• Standard Instructions for Spill or Leak were added. 
• The list of use sites in the DFU section is proposed to be consistent with that approved 

for MON 0139 Technical Solution (524-333) on 15-Aug-2002, and includes specific 
mention of key crops such as soybeans, cotton, and canola. 

• The ingredient statement for "glyphosate" was shortened, consistent with PR Notice 
97-5, which indicates that no additional chemical name is necessary with such well­
known active ingredients. 

• The disposal statement "do not reuse this container" was deleted, since this product 
may be distributed in plastic containers that can be reconditioned. 

• Patents have expired on this product, and are no longer mentioned . 

If you have any questions on this matter please feel free to contact me through Dr. Marsha C. 
Gray (202-383-2878) or by direct phone (314-694-1582), fax (3 14-694-4028), or e lectronic 
mail at stephen.J·.wratten@monsanto.com. • • • • • • •••• 

cc: M. C. Gray 

Exchange First Aid.doc 

Sincerely, 
••• • • • •• 

,4,✓-~•::. 
~ rrr1a ..... . 

Stephen J. Wnltt:tf . • 
Manager, Registi-a6ons • •••• • • •••• 

• • • • • •• •• 
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Pteue reat'}n,t,uct/oM on renrse before comoletifllf form. Form Annroved. 0MB No. 207~60 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 267971 Washington, DC 20460 Other 

Application for Pesticide • Section I 
1. Company/Product Number 524-339 2. EPA Product Manager 3. Proposed Clanification 

Mr . James Tompkins 
~None D RHtricted 

4. Company/Product (Name) PMI 25 Exchange Herbicide 
5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (bl(i), my product Is similar or identical In composition and labeling 
600 13th Street , N. W. , Suite 660 to: 
Washington, DC 20005 EPA Reg. No. • Check if this is • n•w addrll$$ Product Name 

Section • II 

~ 
-

Amendment • Explain below. ~ Final printed labels in raspoNOJJFf ~ • / °r 't '} 
Agency latter dated 

RasubmlHion in rasponaa to Agency latter dated • •Ma Too• Applicetion. JAN l 9 2000 

• Notification • Explain below. • Other - Explain below. 

Explanation: Use additional page(• ) If necessary. (For section I and Section 11.) 

. 
Section - Ill 

1 . Material Thi• Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container av .. · E] Y•• B v .. §~~ Plastic 
No No No Glau 

ertification must If ·v.,· No. par If •vas· No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Nat Contantt Information 4. Siza(s) Retail Container 5. Location of Label Direction, 

• Lebel D Container 
B On label 

On Labeling accompanying product 

6. Manner in Which Label ie Affixed to Product - Lithograph • Other - Peper ~lued 
Stanci ad 

Section - IV 
1. Contact Point (Comp/et• items dir•ct/y b•low for identification of individual to b• contacted, if n•c•ssary, to process this a,v,lica(jon.J 

Agri cu ltura 1 Regulation 
.... ..... 

Name Dr . Russell P. Schneider Title Telephone No. (Include Area Coda) 

Director • •f!t)2) 783~2460 • 
Certification ••••• 6. Deta Application 

• • lw:•ivad i certify that the •tetements I heva made on this form and ell attachments thereto era true, accurate end comr:,llla . • l acknowledge that eny knowingly false or mislaeding statement may ba puni,habla by fine or imprisonm11 11•1'" • • •••(Stamped) 
both under applicable law. A ., ... • 

,.,, .. ~~ ••• 3. Title • • •••• 
Manager, Registrations •••• • •••• 

4. T~ad Narr/ • ~ Ste en J. Wratten, Ph . D. 
5. Date 

December 21 , 1999 

.. 
EPA Form 8570-1 IRev. IJ.94) Previous editions era obsolete. 

- -
Whit. · EPA FIie Copy (original) Yellow• Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 
~ >. I f' 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burdon for this colloction of information is estimat:ci to 1,'v~reg~'ti.85 hour per 
response, including time for reviewing instructioA11o,,,1,Nrching existing data sources, gathering and maintaining the date needed, -,id completing and 
reviewing the collection of information. Send c~nm regarding tho burden estimate or any other aspect of this collection oflnformation, Including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Streat, SW, 
Washington, DC 20460. 

INSTRUCTIONS; This form is to be u111d for ell applications for new registration, end uea reregistration, amendment, roaubmission, to applications 
for notificatione, final printed labeling, reregistration, etc. In order to procau en application for • now registration eubmitted on this form, the 
following material must ecoompany the applioation: 

1. Cartifioetion with R"pact to Citation of Date (EPA Form 8570-29). llf not exempted by 40 CFR 152.81 (bl 1411; 
2. Confidential Statement of Formula IEPA Form 8570-4); 
3. Formulator'• Exemption Statement (EPA Form 8570-27); 
4. Five oopiee of draft labeling; 
5. Thrae copin of any date submitted; 
6. Authorization letter where applicable; 
7. Matricee whore applicable. 

Submlulon of Labeling - Labeling should first be eubmitted in tho form of draft labels with all applications for new registration. Such draft labels may be 
in tho form of typed label text on 8.5 x 11 inch paper for submission or• mockup of tho propoeed label. If prepared for mocl<up, It should be 
constructed in ~ way es to f•~ilitate storage In an 8.5 x 11 inch file. Mockup labels signifieently smaller than 8.5 x 11 lnchee should be mount6d on 8.5 
x 11 inch paper for •ubmi11ion. 
Submlaaion of Date - Data aubmlttod in aupport of this applicatlon must be aubmitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS; Please re6d the instructions listed below before completing this application. First determine tha type of reglatration 
action, liated in Block A, for which you are submitting this applicetlon. For applications submitted in connection with New Registration ectiona, Section, 
I, Ill, end IV mu,t be completed by the applicant. For applicatlons submitted In connection with amended reregistration action,, r111ubmi11iona, 
notific11tions, rorogistrations, etc., Sections I, II, and IV must be completed by tho applicant. 
Block A - Check tho approprieta action for which you era submitting this form. 

SECTION I -Thia 111ction must be completed, ee applicable, for all registration action,. 

1. Company/Product Number - lnsort your Company Numbor, if one has boon assigned by EPA. Thie number may have bean anigned to you es a 
basic registrant. a di,tributor, or ea an establishment. If your product le registered, Insert the Product Number. 

2.. EPA Product Manager - If known. fill in tho name end PM number of the EPA Product Manager. 
3. PtopOMd e1 ... 1fl~tlon - Specify the proposed claHifieation of this product. 
4. Product Nome - Enter the complete product name of this p11sticide ea it will appear on tho label . Tho name muet be specific to thie product only. 

Duplication of namee is not permitted among products of the same company. Do not include any brand name or company line deeignetions. 
6. Name end Addran of Applicant - The name of the firm or person end address shown in your application i• tho person or firm to whom th• 

rogiatretion will be iS1ued. If you are acting in behalf of another pony, you must eubmit euthorizetion from that pany to act for them in registration 
mattore. An applicant not reeiding in tho United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing eddroas of such an egent must accompany this application. 

6. Expedited Review - FIFRA section 3 (o) 3 (Bl provides fot expedited review of eppncations for registration, or amendments to existing ragistrati 
that are eimiler or identical to other poaticide products that are currently registered with the EPA. In order for your application to b11 eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of tho product you believe is similar to or identicel to 
your product. Tho product must be limilar or identical In both formulation and labeled UHi. 

SECTION I) - This Hction muet be completed for ell epplicatione submitted to emend the rogietratlon only of a currently ragl,tered product 
(Amendment), for• r .. ubmlseion In responH to en Agency lotter, for notification, to tho Agoney, tor the submission of finet printed labeling, for 
reregistration end for any other action that pertains to a specific EPA-registered product. This section is ng! !2 be used for• new application for 
rogietration. 
1. Subject of, submission - Chock tho applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of tho purpose(s) 

for the eubmission, such as •the addition of II site, post or crop (specify)"; "amend tho Confidential Statement of Formula by ... "; •reregistration 
submluion•; •general label revision of uso directions.• Attach a 111parate page if edditional space is needed. 

SECTION Ill (PW.niPO and Container Information) - This Section must be completed tor all applications submitted in connection with new 
registration or appliaabla lmondmonta. 
1. Type of PackeginD - Cheek t ltlf ~t,riato block If your product will be packaged in the indicated packaging typoa. 

Indicate tho size of the indiviltual packets and number per retail container. 
2. Type of RateD Contelner • lndiNte t'l'J)o of container in which product wlll bo marketed. 
3. Locatlon af N•4:lolltante - l~afe the location of the net contents lnformotion for your product. 
4. Slze(1J of Rat.all Q:wllllinar • Sp~ lhe net contents of all retail containers for your product. 
5. Locatlon of Use QlrectloM - ~y:)1A tho location of the use directions for your product. 
6. Manner In which !WI la affixed to product • Indicated tho method product label ls attached to retail container. 

• • •••• SECTION IY (CopWS Point) - Thie Section must be completed for all applicetion• for Registration actions, i.11., new product• rogietration, 
roaubmission, "me-S4\o,: '8regiotretion, ate. 

1-5. Solf-axplenatory. 
6. EPA UH Only. 
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MONSANTO 
Food· Health •Hope"' 

M ONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, D.C. 20005 
TEL: (202) 783-2460 
FAX: (202) 783-2468 

December 2 1, 1999 

and Delivered 

Office of Pesticide Programs 
Document Processing Center (NOTIF) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: 

Subject: 

Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Exchange Herbicide (EPA Reg. No. 524-339) 
Final Printed Label ing 
Responsive to 15-Apr-1999 approval 

Dear Mr. Tompkins: 

On 15-Apr-1999, the Agency approved updated language for the manufacturing products 
registered as E.P A Reg. o. 524-339. These include Exchange ®, Shackle ® C, and MON 
78087 brand names. Enclosed are the final printed labels arising from this approval for 
Exchange, identified as Print Plate 21006W2-2/53L. The only djfference between the 
printed and approved text is the inclusion of the word "Discharge", which had been 
inadvertently omitted from the PDES sentence in the draft text. 

If you have any questions on this matter please feel free to contact me through Dr. Russel I 
P. Schneider (202-383-2866) or by direct phone (314-694-1582), fax (314-694-4028), or 
electronic mail at stephen.j.wrattcn@monsanto.com. :•••=• 

• • •• • • • • • • • • 

•••• • • •••• 

cc: R. P. Schneider 
Manager, Registrations •••• 

• • •••• 
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PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of chi ldren. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED. 

MAY CAUSE SKIN IRRITATION. 

Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 

I 
Avoid breathing vapor or spray mist. . , 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for at 
least 15 minutes. Get medical attention. 
If ON SKIN, immediately flush with plenty of water. Remove conta-
minated clothing. Wash clothing before reuse. • 
IF SWALLOWED, this product will cause gastrointestinal tract irrita­
tion. Immediately dilute by swallowing water or milk. Get medieal 
attention. 
NOTE TO PHYSICIAN: Probable mucosa! damage may contraindi­
cate the use of gastric lavage. 
IF INHALED, remove individual to fresh air. Get medical attention if 
breathing difficulty develops. 

In case of ~l_Etmerl)•mcy it1volving this product, 
Call Coll~.:da~ c,r niyM, (314) 694-4000. 

Environmental Hazards 
Do not discharge effluent containinQ this product into lakes, 
streams, r.cm.ds. esuaries, oceans or otter waters unless in accor­
dance wi1!1 !he: reQU!reoie'lts of a Na!ional Pollutant Discharge 
Eliminatiot1. &yste..m (NPDE-,) permit anj the permitting authorjtY 
has been notified in writing prior to discharge. Do not discharge 
effluent containing this product to sewer systems without previous­
ly notifying the local sewage treatment plant authority. For guidance 
contact your State Water Board or Regional Office of the EPA. 

Herbicide by Monsanto 
Physical or Chemical Hazards 

Solutions of this product should be mixed and stored using only 
stainless steel, aluminum, fiberglass, plastic or plastic-lined steel 
containers. 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED OR UNLINED STEEL (EXCEPT STAIN­
LESS STEEL) CONTAINERS. This product or solutions of this prod­
uct react with such containers and tanks to produce hydrogen gas 
which may form a highly combustible gas mixture. This gas could 
flash or explode, causing serious personal injury, if ignited by open 
flame, spark, welder's torch, lighted cigarette or other ignition 
source. 

DIRECTIONS FOR USE 
Read the entire label before using this product. 
It is a violation of Federal law to use this product in any manner 
inconsistent with its labeling. 
This product may only be reformulated or repackaged into a herbicide 
for use in industrial, turf, and ornamental sites; residential sites; or 
some or all of the following cropping systems: vegetables, citrus, pome 
fruits, stone fruits, small fruits and berries, tree nuts, cereal grains, ani­
mal grasses and forages, tropical fruits, asparagus, avocado, banana, 
cotton, cranberry, fig, grapes, kiwi, mango, okra, papaya, peanut, per­
simmon, pineapple, sugarcane and watercress. 

Storage and Disposal 
Do not contaminate water, foodstuffs, feed or seed by storage or 
disposal. 
DISPOSAL: Wastes of this product may cause irreversible eye dam­
age and may be dangerous. Improper disposal of excess pesticide 
or rinsate is a violation of Federal law. If these wastes cannot be 
disposed of by use according to label instructions, contact your 
State Pesticide or Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA Regional Office for guid­
ance. 
Emptied container retains vapor and product residue. Observe all 
labeled safeguards until container is destroyed. 
Do not reuse container. Triple rinse container. Then. puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by 
state and local authorities, by burning. If burned, stay out of smoke. 

ACTIVE INGREDIENT: 
• Glyphosate, N-(phosphonomethyt)glycine, 

in the form of its isopropylamine salt .. . ..... ..... 41 .0% 
OTHER INGREDIENTS: ..... . ............. ....... . 59.0% 

100.0% 
•contains 480 grams per litre or 4 pounds per U.S. Gallon of the 
active ingredient glyphosate, in the form of its isopropylamine salt. 
Equivalent to 356 grams per litre or 3 pounds per U.S. gallon of the 
acid, glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. Other 
patents pending. No license granted under any non-U.S. patent(s). 

LIMIT OF WARRANTY AND LIABILITY 
Monsanto Company does not warrant any product reformulated or 
repackaged from this product except in accordance with this 
Company's stewardship requirements and with express written per­
mission from Monsanto Company. 

Exchange is a registered trademark of Monsanto Company. 

©1999 MONSANTO COMPANY 
ST. LOUIS, MISSOURI 63167 U.S.A. 

EPA Reg. No. 524-339 

EPA Est. 524-LA-1 21006W2-2/53L 

NET 54 U.S. GAL. 

111111111111111 I II Ill Ill I 
(01) 0 00 70183 50409 1 

1 j , 
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MONSANTO 
Food • Heal.th ·Hope,. 

w 

MONSANTO COMPANY 
600 13TH S TREET, N.W. 
S UITE 660 
W ASHINGTON, 0 .C. 20005 
TEL: (202) 783-2460 
FAX: (202) 783-2468 

January 5, 2000 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (NOTIF) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Subject: MON 78087 Herbicide (EPA Reg. No. 524-339) 
Final Printed Labeling 
Responsive to 15-Apr-1999 approvaJ 

Dear Mr. Tompkins: 

On 15-Apr-1999, the Agency approved updated language for the manufacturing products 
registered as EPA Reg. No. 524-339. These include Exchange ®, Shackle ® C, and MON 
78087 brand names. Enclosed are the final printed labels arising from this approval for 
MON 78087, identified as Print Plate 21 167X2-l/53M. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider (202-383-2866) or by direct phone (314-694-1582), fax (314-694-4028), or 
electronic mail at stephen.j.wratten@monsanto.com. 

cc: R. P. Schneider 

sjzt:Acerely, ~ :••:=· 
~~ .. . ... 

Ste ra¢~0. . • • : 
Manager, Reg~icins • 

•••• • • •••• 
•••• • • •••• 

6 
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Pfaue read lnnrucdoM on ,._. bafo,. oomol-11~ form. Form A""roved. OIVIB No. 2070-0080 

United State• ~ Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 267974 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 

524-339 
2. EPA Product Meneger 3. Propo•ed Cle .. ificetlon 

Mr . James Tompkins 
18:JNone • RHtricted 4. Company/Product (Name) PMI 

25 MON 78087 Herbicide 
5. Name and AddrHa of Applicant (Include ZJP CodeJ 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 

Monsanto Company (bl(I), my product is similar or identical in composition and labeling 

600 13th Street, N. W. , Suite 660 to: 

Washington, DC 20005 EPA Reg. No. • Check if this is • new eddrflSS Product Name 

Section - II 

Amendment• Explain below. @ Flnel printed label• in rasponae to l5·/lpr--· 1'19'9 
• 

Agency letter dated 
ReaubmiHion In roaponu to Agency letter deted • •Me Too• Application. 

• Notification • Explain below. • Other• Explain below. 

Explanation: Uu additional page!•> If necHsery. (For section I and Section II.) 

Section - Ill 
1. Material This Product WIii Be Packaged In: 

Child-Reaistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

Bv .. • BY•• B Yea ~~~ No No No 
Pleatic 
Gian 

• Certification must If •y"• No. per If ·ve.· No. per Peper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Content. Information 4. Sizels) Retail Container 6. Location of Labal Direction, 

• D Container 
B Onl.abel 

Lebel On Labeling accompanying product 

6. Manner in Which Label 11 Affixed to Product - Lithograph • Othar - Peper felued 
Stenci ed 

Section - IV 
1 . Contect Point (Comp/et• items dir11ctly b11/ow for identification of individual to be contllct•d, if necassary, to process this application.) 

Name Title Agricultural Regulation Telephone ~~ l1~tde Area Code) 
Dr. Russel 1 P. Schneider Director :·{~2) 783-e460 

. . 
Certification •••••• 6. Date Application 

I certify that the atatamenta I have made on this form and all attachments thereto ere true, eccurate end compi..:. . Qtcai"ed 
I acknowledge that any knowingly false or misleeding •tatemant m&y be puni•hable by fine or impri•onmef1t4>1 • • lsiamped) 
both under applicable law. • • 

/ ••••• • , .. , ... &/11/u&" 3. Title •••• • • 
Manager, Registrations •••• 

•••• • • •••• 
4. Typed Name / stkph~n J. Wratten, Ph . D. 5. Date January 5, 2000 

EPA FOl'm 8570-1 !Rev. 8-941 Praviou• edition• are obsolete. Whlu • EPA FUe Copy (otlglnal) v.aow • AppUcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE; Public reporting burden for thi1 collection of information i1 estimated to average 0 .85 hour per 
ruponse, including time for reviewing ini.tructio1M1,,,,,U1rching existing data •ourcH, gathering and maintaining the data needed, end completing and 
reviewing the collection of information. Send c~rrta regarding the burden estimate or any other Hpect of thie collection of information, Including 
tuggestions for reducing this burden, to Chief, lnformition Policy Branch, 12136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Wa1hington, DC 20460. 

INSTRUCTIONS: Thia form ie to be used for all applications for new registration, end use reregistration, amendment, , .. ubmi11ion, to applications 
f01 notifications, final printed labeling, reregistration, etc. In order to proce11 an application for • new registration 1ubmitted on thlt form, the 
following material must eccon,pany the application: 

1. Certification with RHpact to Citation of Dau (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 lb) (4)1; 
2. Confldantlal Statement of Formula (EPA Form 8670•41: 
3. Formulator'• Exemption Statement (EPA Form 8570-27); 
4. Rve coplee of draft labeling; 
5. ThfM copies of any data eubmlttad; 
e. Authorization letter where applicable; 
7. Metric .. where applicable. 

Submission of La.baling - Labeling 1hould first be submitted In the form of draft label• with all applicetlona for new regi1tratlon. Such draft label, may be 
in the form of typed label text on 8.5 x 11 inch peper for 1ubmi1sion or• mockup of the propo1ad label, If prepared for mockup, It thould be 
constructed in a way u to facilitate storage in an 8 .5 x 11 inch file. Mockup labels 1ignificantly smaller then 8.5 x 11 lnchee should be mounted on 
x 11 inch peper for 1ubmi11ion. 
Submiuion of Data - Data •ubmittad m support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIAC INSTRUCTIONS: P1aase read the instruction• listed below before completing this application. First determine the type of regi1tretion 
ection, lilted in Block A, for which you are submitting thii. application. For eppllcations submitted in connection with New Regi1tratlon ecuon1, Section, 
I, Ill, and IV must be completed by the applicant. For applications submitted In connection with amended reregittration action,, reaubmi11ions, 
notification•, rer11gi1trations, etc., Sections I, II, and IV must be completed by the eppficent. 
Blodt A - Check tha appropriate action for which you are submirung this form. 

SECTION J - Thie ,action mus t be completed, es applicable, for all registration action•. 

1. Company/Product Number • Insert your Company Number, if one hes been assigned by EPA. Thi• number may have been auigned to you es • 
basio registrant, a distributor, or II an astabli•hment. If your product Is registered, insert the Product Number. 

:z.. EPA Product Manager - If known, fill in tho nlll"l1e end PM number of the EPA Product Manager. 
3. Propoead Clu•lficatlon - Specify the proposed classification of this product. 
4. Product Name• Enter the complete product name of this pesticide u it will eppaer on tho libel. The name must be 1peolfic to this product only. 

Duplication of names I• not permitted among producte of tho eeme company. Do not include any brand nam. or company line dealgnation•. 
5. Name end Addrese of Applicant • The name of the firm or person end addreas shown in your epplicetion i• the pereon or firm to whom the 

regiltretion will be i11ued. If you are acting in behalf of •nother perty, you must 1ubmit authorization from that party to ect for them in registration 
matte,.. An applicant not reaiding in the United States must have an 1uthorized eg11nt residing in the United Statea to act for them in all 
regntration matter•. The name and complete mailing addren of such an agent must accompany this application. 

6. exp.ditad Review - FIFRA ••ctlon 3 (cl 3 (Bl provides for expedited review of applications for reglS"tration, or amendment• to existing registrations. 
that are aimilar or Identical to other petticide products thet tre currently registered with the EPA. In order for your application to be eligible for 
al(pedited review, you must provide us with the EPA Registration Number end product name of the product you believe is similar to or identical to 
your product. The product must be simile, or identical in both formulation and labeled u111. 

SECTION II • Thi• 11otlon must be oompletad for all application• submitted to amend the registration only of a currently regl•terad product 
(Amendment), for • resubmisaion in response to an Agency lenar, for notlficationa to the Agency, for the tubmluion of final printed labeling, for 
reragittration end for any other ection that pertains to a specific EPA-registered product. Thia Hctlon la !!5!! 1!!. be ueed for a new application for 
registration. 
1. Subject of, eubmleelon - Check the applicable block and providt the Agency letter dete if appropriate. Provide a brief explanation of the purpose(1I 

for the submission, 1uch as •the eddition of• site, pest or crop (specify)•; "amend the Confidential Statement of Formula by ... "; •reregistration 
tvbmiuion•; "general label revision of use directions.• Attach• separate page if edditional space la needed. 

SECTION Ill IPH~aF.11 and Container Information) - This Section must be completed for all application, submitted in connection with new 
ragittration or applieable• m11ndmenta. 
1. Type of Packtglng - Check t .. • e,,110priate blocit if your product will be packaged in the indicated packaging types. 

Indicate the size of the indivC:fu!tl p~ kets end number per retail container. 
2. Type of Ratan Conteh'\er - l""il:•\At'-1>• of container In which product will be marketed. 
3. Location of Ntt CQQtt nta - 1/ktiijlt• the locetion of the net content• Information for your product . 
4. Slz•l•l of RatJll t:ontelnar - Svt~f.V.the net contents of .ti retail container, for your product. 
5. Location of Us• p iractlona -tf~i! ! t: the location of the use directions for your product. 
6. MaNMtr In which label le afflxe3 to product· Indicated the method product lebel Is attached to retail container • •••• • • 
SECTION IY (C;;i:;t Point) - Thi, Section must be completed for all application• for Registration actions, i.e., new product• registration, 
retubmiuion, •~t~~~ereregi1tretion, etc . 

•••• 
1-5. Self-.xplanatory. 
6. EPA Uea Only. 
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MOn 780"87 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! . 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Avoid breathing vapor or spray mist. 
FIRST AID: IF IN EYES, immediately flush with plenty of 
water for at least 15 minutes. Get medical attention. IF 
ON SKIN, immediately flush with plenty of water. IF 
SWALLOWED, this product will cause gastrointestinal 
tract irritation. Immediately dilute by swallowing water or 
milk. Get medical attention. NOTE TO PHYSICIAN: 
Probable mucosa! damage may contraindicate the use of 
gastric lavage. IF INHALED. remove individual to fresh 
air. Get medical attention if breathing difficulty develops. 

In case of an emergency involving this product, 
Call Collect, day or night, (314) 694-4000. 

Environmental Hazards 

Do not discharge effluent containing this product into 
lakes, streams, ponds, estuaries, oceans or other waters 
unless in accordance with the requirements of a National 
Pollutant Discharge Elimination System (NPDES) permit 
and the permittigg.,aulh9ritv.~as been notilied in writing 
prior to dischar~: Do.~ot d~charge effluent containing 
this product to s~w~r t y!Qem!;:Without previously notilying 
the local sewage freatn'l~nt9~ant authority. For guidance 
contact your State Water Board or Regional Office of the 
EPA • • • ••• . . . . . .. . . . . . . . . . . . ... 

LOT NO. 

. . .. 
• 

PACKER 

Herbicide by Monsanto 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored 
using only stainless steel, aluminum, fiberglass, plastic or 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLU­
TIONS OF THIS PRODUCT IN GALVANIZED OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CON­
TAINERS. This product or solutions of this product react 
with such containers and tanks to produce hydrogen gas 
which may form a highly combustible gas mixture. This 
gas could llash or explode, causing serious personal 
injury, ii ignited by open flame, spark, welder's torch, light­
ed cigarette or other ignition source. 

DIRECTIONS FOR USE 
Read the entire label before using this product. 
It is a violation of Federal law to use this product in any 
manner inconsistent with its labeling. 
This product may only be reformulated or repackaged into 
a herbicide for use in industrial, turf, and ornamental sites; 
residential sites; or some or all of the following cropping 
systems; vegetables, citrus, pome fruits, stone fruits, 
small fruits and berries, tree nuts, cereal grains, animal 
grasses and forages, tropical fruits, asparagus, avocado, 
banana. cotton, cranberry, fig, grapes, kiwi, mango okra, 
papaya, peanut, persimmon, pineapple, sugarcane and 
watercress. 

Storage and Disposal 
Do not contaminate water, foodstuffs, feed or seed by 
storage or disposal. 

DISPOSAL: Wastes of this product may cause irre­
versible eye damage and may be dangerous. Improper 
disposal of excess pesticide or rinsate is a violation of 

ao? RE'VIE'IED 
ln Aooerdanoe witb PR loUoe Q-:la ,/, 
8JNI.Op~JJ.oa111S.a tf{r.sJqf 

Federal law. If these wastes cannot be disposed of by use 
according to label instructions, contact your State 
Pesticide or Environmental Control Agency, or the 
Hazardous Waste representative at the nearest EPA 
Regional Office for guidance. 

Emptied container retains vapor and product residue . 
Observe all labeled safeguards until container is cleaned, 
reconditioned, or destroyed. 

Triple nnse emptied bulk container. Then otter for recy­
cling or reconditioning, or dispose of in a manner 
approved by slate and local authorities. 
ACTIVE INGREDIENT: 
•Glyphosate, N-(phosphonomethyl)glycine, 
in the form of its isopropylamine salt ........ 41.0% 

OTHER INGREDIENTS: . . . . . . . . . . . . . . . . . . 59.0% 
100.0% 

·Equivalent to 356 grams per litre or 3 pounds per U.S. 
gallon of the acid, glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. 
Other patents pending. No license granted under any 
non-U.S. patents. 

LIMIT OF WARRANTY ANO LIABILITY 
Monsanto Company does not warrant any product refor­
mulated or repackaged from this product except in accor­
dance with the Company's stewardship requirements and 
with express written permission from Monsanto 
Company. 

EPA Reg. No. 524-339 

NET GAL. 
EPA Est 524-IA-1 © 1999 MONSANTO COMPANY, ST. LOUIS. MISSOURI 63167. U.S.A. 2 11 67X2-1/53M 
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MONSANTO 
Food • Health •Hope"' 

MONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, 0.C. 20005 
Ta: (202) 783-2460 
FAX: (202) 783-2468 

January 5, 2000 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (NOTIF) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Subject: Shackle® C Herbicide (EPA Reg. No. 524-339) 
Final Printed Labeling 
Responsive to 15-Apr-1999 approval 

Dear Mr. Tompkins: 

On 15-Apr-1999, the Agency approved updated language for the manufacturing products 
registered as EPA Reg. No. 524-339. These include Exchange ®Herbicide, Shackle ®c 
Herbicide, and MON 78087 brand names. Enclosed are the final printed labels arising 
from this approval for Shackle C, identified as Print Plate 21074W2-1Ff. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider (202-383-2866) or by direct phone (3 14-694-1582), fax (314-694-4028), or 
electronic mail at stephen.j.wratten@monsanto.com. 

cc: R. P. Schneider 

;?~~::=: 
Ste[.: f ::a~v.. •.: 
Manager, Regi9lfat-it>ns • 

•••• • • • ••• 
•••• • • •••• 
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.,., .... reed lnltrvctloM on ,..,.,.. b.fore comaleti,- form. Form A""roved. 0MB No. 2070-0060 

United StatH ~ Registration 
OPP Identifier Number 

&EPA -
Environmental Protection Agency Amendment 267975 Wuhington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 524-339 2. EPA Product Manager 3. Propond Claselfioadon 

Mr. James Tompkins 
BNone D RHtrictad 

4. Company/Product (Nema) PMI 
2!:> Shackle C Herbicide 

5. Name and Addr••• of Applicant /Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(cl(3) 
Monsanto Company (b)(l), my product is similar or identical In composition and labeling 
600 13th Street, N.W., Suite 660 to: 

Washington, DC 20005 EPA Reg. No. • Chec/c if this is • new addr.ss Product Name 

Section - II 
-

El Amendment - Explain below. Final printed label• in responea to / !3, 4 , L ,CJ'J 

• • 
Agency letter dated 'P""' 

Raaubmiaslon in raapoMe to Agency letter dated •Ma Too• Applloetion. 

• Notification • Explain below. • Other - Explein below. 

Explanation: Uea additional page(sl It necHsery. (For section I end Section II.) 

-
Section - Ill 

1. Material Thi. Product Will Be Peckeged In: 

Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container Bv .. · By" B Yet ~~·-No No 
Plaetlc 

No Glau 

• Ctlf'tification must 
rt •vn· No. par If -v .. - No. per Paper 
Unit Packaging wgt. container Package wgt containtr Other (Specify) 

be submitted 
I 

3. location of Nat Content• Information 4. Size(s) Retail Container 5. location of Label Direction• 

0 Label 0 ContAliner 
a On label 

On Labeling eccompanying product 

6. Manner in Which label la Affixed to Product - Uthogreph D Other - Paper ~lued 
Stenci ed 

Section - IV 
1. Contect Point /Complete /tams directly below for identification of individuel to be contacted, if nacassery, to procBSS this epplication.J 

Name Dr. Russell P. Schneider Title Agricultural Regulation Telephone II~~ nnc~ude Area Code) 

Director •• '(~2) 783-<e460 • 
Certification •••••• 8. Date Application 

I certify that the statements I have made on this form and all attachments thereto ere true, accurate and co,;.11lete. ..~ecelvad 

I acknowledge that any knowingly false or misleading atatement mav be puni,hable by fine or imprisorvnaN ~ • • t,tamped) 
both under epp!icable law. • • 

~ • •••• • 2.Sig""'"AA~ 3. Title •••• . • 
Manager, Registrations •••• 

•••• • • •••• 
4. Typed Nern• fstep{en J. Wratten, Ph . D. 5. Data January 5, 2000 

EPA Fc.-m 8570-1 (Rev. 8-94) Previous editions are obsolete. Whhe · EPA FlJe Copy (original) Yellow - AppUcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information i• estimated to ,verege 0.85 hour per 
reaponu, including time for reviewing lnstrucdoAS,,.&Nrching existing data sources, gathering •nd maintaining the date needed, •nd completing and 
reviewing the collection of informetion. Send co~nts regarding the burden estimate or any other aspect of thi• collactlon of Information, including 
suggestions for reducing thi• burden, to Chief, Information Polley Brench, (2136), U.S. Environmental Protection Agency, 401 M StrHt, SW, 
Wa1hington, DC 20460. 

INSTRUCTIONS; Thi• form I• to be UHd for all epplicetions for now ragistretion, end use reregistration, amendment, resubmiHlon, to applicatiol\9 
for notificetione, final printed labaUng, reregistration, etc. In order to procesa an application for • new regi,tration ,ubmined on thi• form, the 
following meterial muet accompany the epplicetion: 

1. Cortifionon with Rnpact to Citation of Data (EPA Form 8670-29). llf not exempted by 40 CFR 152.81 (b) (4)J; 
2. Confidenllal Statement of Formula (EPA Form 8570-4); 
3. Fonnuletor', Exemption Statement (EPA Form 8570-27); 
4. Fiw coplH of draft labeling; 
5. ThtN ooplH of •ny det• aubmitted; 
fl. Authorizetion loner where applicable; 
7. M• tricH where applicable. 

Submission of Labeling - Labeling should firet be •ubmitted In the form of draft label, with all epplicatlon, for new regi1tratlon. Suoh draft label, mey be 
In the form of typed label text on 8.5 x 11 inch paper for submission or• mockup of the proposed label. If prepared for mockup, it 1hould be 
con,tructod in • way u to facilitate ltorage in en 8.5 x 11 inch file. Mockup label• significantly smaller then 8.5 x 11 lnchH should be mounted on 
x 11 inch paper for 1ubmi11lon. 
Submlulon of Oat•• Data ,ubmltted In ,upport of this epplication must be submitted in accordance with PR Notice 86-5, 

SPECIFIC INSTRUCTIONS: Pl1111sa reed th1 instruction, listed below before completing this application. Fiflt determine the type of registretion 
action, listed in Block A, for which you ere submitting this epplicatlon. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted In connection with amended raragietration action,, rHubmi11ion1, 
notifications, reraglstrations, etc., Sections I, II. end IV must be completed by the appllcent. 
~odt A • Check the appropriate action for which you are submitting this form. 

SECTION I • Thi, eoctlon must be completed, as opplic11bl1, for ell registration action,. 

1. Compeny/Product Number - Insert your Company Number, if one has been assigned by EPA. Thi• number may have been a11lgned to you as a 
basic registrant, • di,tributor, or ae an establi1hment. If your product 1, registarad, innrt the Product Number. 

2. EPA Product Manager - If known, fill in tho name and PM number of the EPA Product Manager. 
3. Proposed Claalficatlon - Specify the proposed classification of this product. 
4. Product Name• Enter the complete product name of this pasticide as It will epp1111r on the label. The name mu,t be 1pecifio to thi• product only. 

Duplication of names i• not permitted emong products of tho same company. Do not include any brand name or company line designation,. 
5. Neme and Addresa of Applicant • The name of the firm or parson end eddreH 1hown in your application is the peflon or firm to whom the 

regi•tration will be i11ued. If you are acting in behalf of another perty, you must 1ubmit authorization from that party to act for them in regiatretion 
metter1. An applicant not residing in the United StatH must heve an authorized agent residing in the United States to act for them In all 
regl• tration matter,. The name and complete malling eddress of such an agent must eccompony this application. 

6. Expedltsd Review • FIFRA section 3 (cl 3 (Bl provides for e)CJ)adlted review of applications for registration, or amendment, to oxi,ting rogl1tr11tion,, 
that are 1lmilar or identical to other pettlcide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide u• with the EPA Registration Number •nd product name of the product you believe Is •irnilar to or Identical to 
your product. The product must be limilar or identical in both formulation and labeled u•e,. 

SECTION U • Thi• Mellon must be completed for ell eppllcetione 1ubrnined to amend the regl1tratlon only of • currently regietered product 
(Amendment), for• rHubrni1tlon In response to an Agency letter, for notifioetion1 to the Agency, for the •ubmi111ion of final printed labeling, for 
reregistretion and for any other action that pertain• to a specific EPA-registered product. This seotlon le !!.!!! !!_ h! u•od for a new applloation for 
registration. 

1. Subject of 1ubrninion - Check the applicebl1 block and provide the Agency letter dete if appropriate. Provide e brief explanation of the purpoea(• I 
for the 1ubmission, •uch as "the addition of a site, past or crop (specify)"; "amend the Confidential Statement of Formula by .•. •; "reregistration 
81.lbmiHion"; "general label re\lision of usa directions.• Attach a separate page if edditionaJ space is needed. 

SECTION Ill (Pacltaninc, and Container Information) • This Section must be completed for all applications submitted in connection with new ... ,. ., 
registretion or applieable .-nandmente. 
1. Type of P• ckagln• - Check tt-o.~~riata block if your product will be packaged in lhe indicated packaging types. 

Indicate the size of the indlvi~eT pa~ets end number per reteil container. 
2. Type of Retail Container • lndic.,t~ WP• of container In which product will be marketed. 
3. Loe.lion of Ne\ COQf#Vt.1 • ln4iw9d, the location of the net contont.9 informetion for your product. 
4. Sinisi of Ret91 P>ntalner • Sp1.itv. ~ net contents of all retell cont.ainer1 for your product. 
5. Location of Un Dlree1iona • IMicMe the location of the use directions for your product. 
6. Manner In which ~bat lit affixed;; p~oduot • Indicated tha method product label Is attached to retail container • 

•••• • • 
SECTION IY (Co;i:~tPoint} • Thia Section must be completed for all application, for Registration actions, I.e., new productl ragiatration, 
rHubrnislion, "meoto~~• Nregi1tration, etc • 

•••• 
1-5. Self-explanatory. 
6. EPA UH Only. 
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PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. HARMFUL IF SWAL­
LOWED OR INHALED. MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. Wear goggles or 
face shield. Avoid breathing vapor or spray mist. Wash thor­
oughly with soap and water after handling. Remove contami­
nated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water 
for at least 15 minutes. Get medical attention. If ON SKIN, 
immediately flush with plenty of water. Remove contaminated 
clothing. Wash clothing before reuse. IF SWALLOWED, this 
product will cause gastrointestinal tract irritation. Immediately 
dilute by swallowing water or milk. Get medical attention. NOTE 
70 PHYSICIAN: Probable mucosal damage may contraindicate 
the use of gastric lavage. IF INHALED, remove individual tn 
fresh air. Get medical attention if breathing difficulty develops. 

In case of an emergency involving this product, 
Call Collect, day or night, (314) 694-4000. 

Environmental Hazards 
Do not discharge effluent containing this product into lakes, 
streams, ponds, estuaries, oceans or other public waters unless 
in accordance with ~hi reqiJireniants of a National Pollutant 
Discharge Elimmatioi ~ssems (NltOES) permit and the permit­
ting authority has beeA nofiff&d i~.writing prior to discharge. Do 
not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage tretment plant 
authority.• • fo,. gyidance <ontact your "State Water Board or 
Regional-O~c&of: the EPA~ , : . - .. . . . -. . . . 

LOT NO. PACKER 

EPA Est. 239-lA-3 

• CONCf9TRATE 

H erbicide by A-Ionsanto 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored using only 
stainless steel, aluminum, fiberglass. plastic and plastic-lined 
steel containers. DO NOT MIX OR STORE THIS PRODUCT OR 
SOLUTIONS OF THIS PRODUCT IN GALVANIZED OR UNLINED 
STEEL (EXCEPT STAINLESS STEEL) CONTAINERS. This prod­
uct or solutions of this product react with such containers and 
tanks to produce hydrogen gas which may form a highly com­
bustible gas mixture. This gas could flash or explode, causing 
serious personal injury,.if ignited by open flame, spark, welder's 
torch, lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
Read the entire label before using this product. 
It is a violation of Federal law to use this product in any manner 
inconsistent with its labeling. 
This product may only be reformulated or repackaged into a her­
bicide (not to exceed 10% active ingredient) for use in industri­
al, turf, and ornamental sites; residential sites; or some or all of 
the following cropping systems: vegetables, citrus, pome fruits, 
stone fruits, small fruits and berries, tree nuts, cereal grains, ani­
mal grasses and forages, tropical fruits, asparagus, avocado, 
banana, cotton, cranberry, fig, grapes, kiwi, mango, okra, 
papaya, peanut. persimmon, pineapple, sugarcane and water­
cress. 

Storage and Disposal 
Do not contaminate water, foodstuffs, feed or seed by storage or 
disposal. 
DISPOSAL: Wastes of this product may cause irreversible eye 
damage and may be dangerous. Improper disposal of excess pes­
ticide or rinsate is a violation of Federal law. If these wastes can­
not be disposed of by use according to label instructions, contact 
your State Pesticide or Environmental Control Agency, or the 

NET 

© 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 

C 
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Hazardous Waste representative at the nearest EPA 'Regional 
Office for guidance. 
Emptied container retains vapor and product residue. Observe 
all labeled safeguards until container. is cleaned, reconditioned, 
or destroyed. 
Do not reuse container. Triple rinse container. Then puncture 
and dispose of in a sanitary landfill, or by incineration, or, if 
allowed by state and local authorities, by burning. If burned, 
stay out of smoke. 

FOR HERBICIDE FORMULATION ONLY 
ACTIVE INGREDIENT: 

•G1yphosate, N-(phosphonomethyl)glycine. m the form 
of its isopropylamine salt. .......... . ........ 41.0% 

OTHER INGREDIENTS: ... ... . ... .. .. .. ... ..... 59.0% 
100.0% 

'Contains 480 grams per litre or 4 pounds per U.S. Gallon of the 
active ingredient glyphosate, in the form of its isopropylamine 
salt. Equivalent to 356 grams per litre or 3 pounds per U.S. gal­
lon of the acid, glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. Other 
patents pending. No license granted under any non-U.S. 
patent(s). 

LIMIT OF WARRANTY ANO LIABILITY 
Monsanto Company does not warrant any product reformulated 
or repackaged from this product except in accordance with this 
Company's stewardship requirements and with express written 
permission from Monsanto Company. 

Shackle is a registered trademark of Monsanto Company. 

EPA Reg. No. 524-339 

U.S. GAL. 

21074W2-tFT 
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APR 1 5 1999 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Dr. Stephen J. Wratten 
Monsanto Company 
600 13th Street, NW, Suite 660 
Washington, DC 20005 

Dear Dr. Wratten: 

Subject: MON 78087 Herbicide (Update Label Text) 
EPA Registration No. 524-339 
Your Application Dated February 5, 1999 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended is acceptable. Please 
submit three(3) copies of your final printed labeling before you release the product for shipment. 
A stamped copy of labeling is enclosed for your records. 

Sincerely, 

/t · I •v.) t'J 
James A. Tompkins 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 

Internet Add.ress (URL) • http://www.epa.gov 
Recyct4MS/Recyclable • Printed wlh Vegetable OIi Based lnlca on Recycilld Paper (Minimum 25% Postconsumer) 
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ACCEPTED 
APR 1 5 1999 Mon 78087 

+ 

• • • • • • 

• • •• 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do nol gel In eyes. on skin or on clothing. 
Avoid breathing vapor or spray mist 
FIRST AID: IF IN EYES, Immediately !lush with plenty ol 
waler for at leas! 15 minutes. Get medical attention. IF ON 
SKIN, Immediately llush wilh plenty o1 water. IF SWAL­
LOWED, lhis product win cause gastrointestinal tract irri­
lation. lmmedialely dilute by swallowing water or milk. Gel 
medical a ttenlion. NOTE TO PHYSICIAN: Probable 
mucosal damage may contraindicate lhe use of gastric 
lavage. IF INHALED, remove indvidual lo 118Sh air. r,.,, 
medical attention H breathing difflCUlty deYelops. 

l n case of an emergency involving this product, 
Call Colleci, day or night, (314) 694-4000. 

Environmental Hazards 

Do nol discharge effluent containing this product inl o 
lakes. streams, ponds, estuaries, oceans or other waters 
unless in accordance wi1h the requirements ol a National 
Pollutant Discharge Elimination System {NPDES) permit 
and the permitting authority has been notHied In writing 
prior to d'tscharge. Do not discharge effluent containing 
this product to sewer sys1ems without previously notifying 
the local sewage treatment plant authority. For guidance 
contact your State Water Board or Regional Office of the 

-I 
••• • 
:t.OT NO. PACKER 

! 

Herbicide by Monsanto 

EPA. 

Physical or Chemical Hazards 

Solutions of th'ts product should be mixed and stored 
using only stainless steel, aluminum, fiberglass. plastic or 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLU• 
TtONS OF THIS PRODUCT IN GALVANIZED OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CON· 
TAINE RS. This product or solutions ol this product react 
with such containers and tanb to produce hydrogen gas 
which may form a highly combusti>le gas mi,cture. This 
gas could flash or explode, causing serious personal 
injury, ill ignited by open name, spartc. welder's tOteh. 
lighted ciga.rette or other ignition source. 

DIRECTIONS FOR USE 
Read the entire label before using this product 
It is a violation of Federal law to use this product in any 
manner Inconsistent with 11s labefmg. 
This product may only be reformulated or repad(aged lnlo 
a herbicide for use in Industrial, lurf, and ornamental sites; 
residential sites; or some or aa of the following cropping 
systems; vegetables, citrus, pome In.lits, stone fruits, 
smaff fruits and berries, tree nuts, cereal grains. animal 
grasses and forages, tropical fruits, asparagus. avocado, 
banana. cotton, cranbeny, fig, grapes, kiwi, mango okra, 
papaya, peanut, persimmon, pineapple, sugarcane and 
watercress. 

Storage and Disposal 
Do 1101 contaminate water, foodstuffs, teed or seed by 
storage or disposal. 
DISPOSAL: Wastes of this product may cause lmt-

veisible eye damage and may be dangerous-;-lmp,oper 
disposal of excess pesticide or rfnsate Is a violation of 
Federal law. If these wastes cannol be clsposed ol by use 
according to label instructions, contact your Slate 
Pesticide or Envlronmenlal Control Agency, or the 
Hazardous Waste representative al the nearest Ef>II. 
Regiooel Office for guidance. 

Emptied container retains vapor and product residue. 
Obsef\19 al labeled safeguards untl container is cleaned 
reconditi oned, or destroyed. 

Triple rinse emptied bulk container. Than olfl9r for recy• 
cling or IIICOllditioning, or <lspose ol in a manner 
approved by state and local authorities.. 

ACTIVE INGREDIENT: 
' Glyphosate, N -(phosphonomethyf)glyclne. 
In the form of its isopropylamlne salt ....•... 4 1.0% 

OTHER INGREDIENTS: •••..•.•.•.••..•. -~ 
100.0% 

' Equivalent lo 356 grams per litre or 3 pounds per U.S. 
gallon of the ec;ld, glyphosale . 
This product Is protected by U.S. Patent No. 4,405.531. 
Other patenls pending. No license granted ~r any 
non-U.S. patents. 

LIMIT OF WARRANTY AND LIABILITY 
Monsanto Company does 1101 warrant atrf product refor• 
mulated or n,padtaged from this product except in accor­
dance wllh the Company's stewardship requirements and 
wilh express written permission from M onsanto 
Company. 

Ef>II. Reg. No. 524-339 

NET GAL. 
EPA Esl 524-IA· 1 C 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21187X2-1/53M 

••• • • • . -•- · • • 

+ • • • • 1··= • • • 
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MONSANTO 
Food • Health •Hope"' 

Hand DeHvered 

Office of Pesticide Programs 
Document Processing Center (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

February 5, 1999 

Subject: MON 7'3087 Herbicide (EPA Reg. No. S24-339) 
Update Label Text 

Dear Mr. Tompkins: 

MONSANTO COMPANY 

600 13TH S TREET, N.W. 
S UITE 660 
W ASHINGTON, D.C. 20005 
TEL: (202) 783-2460 

FAX: (202) 783-2468 

On 4-Nov-1998, Monsanto notified EPA that we would use a new brand name "MON 78087 Herbic ide" 
on EPA Reg. No. 524-339 for the purpose of bulk shipments of Manufacturing Use product intended for 
export. Final printed labeling for use in 1999 was submitted on 14-Jan-1999. 

Although the labeling as submitted was not incorrect, certain aspects of that text were inconsistent with 
other labels on that registration number, such as Exchange Herbicide. ln particular, formatting derived 
from the WPS was included, as were references to application, weed control, and spray solutions, and 
spray tanks. These references are not needed on a Manufacturing Use product. As part of our label 
stewardship program, we have been reviewing our Manufacturing Use Product labels for consistency and 
updating them as needed. 

We now propose to replace the earlier MON 78087 Herbicide label with the enclosed text, which is 
identical to that proposed 22-Jan-1999 for Exchange Herbicide. Five (5) copies are e nclosed for EPA 
review and approval. 

If you have any questions on this matter please feel free to contact me through Dr. Russell P. Schneider or 
directly at 314-694- I 582. 

JW#J ••• • • • • •• 

Stephen J. Wratten 
Manager, Registrations 

• • ••••• • • • • • 
cc: R. P. Schneider 

D. Fee-White •• • • • • •• • 
• 

• •• • • • •••• 
• •• • • • • ••• 

•••• •• • • •• 
• •••• • • ••••• 
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eue le•d i"•t1t1ct/0111 on revers• before comoletl,.,. form. Form Annroved. 0MB No 2070-0060 Annroval OXDir"" 05-31-98 

' United Stotos ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 250900 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Clessificetion 

524- 339 Mr. James Tompkins 
~None D Restricted 

4 . Company/Product (Name) PMI 25 MON 78087 Herbicide 
-

5. Name end Address of Applicent (lnc/ud11 ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Monsanto Company (b}(i), my product is similar or identical in composition and labeling 
600 13th Street , N. W., Suite 660 to: 
Washington, DC 20005 EPA Reg. No. • Check if this is s new address Product Name 

Section - II 
~ 

• Amendment• Explein below. Finel printed labels in response to 
Agency lotter dated 

Resubmission in response to Agency letter dated • "Me Too~ Application. 

• Notificetion • Explain below. • Other• Explain below. 

Explanation: Use &dditionel pago(s) if necessery. (For saction I and Section II.) 

Update label text 

Section - Ill 
1. Material Thi• Product Will Be Packaged In: ~ 

' 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Typo of Container 

BYes" BYaa EJ Yes 
~Mo<• 

No No 
Plastic 

No Glass 

• Certification must 
If "Yes• No. per If "Yes• No. per Paper 
Unit Pockeglng wgt. conteiner Packege wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents lnformetion 4. Siza(s) Retail Container 5. Locetion of Label Directions 

• D Container 
a On Label 

Lebel On Labeling accompanying product 

6. Menner in Which Label is Affixed to Product § Lithograph • Other 
Peper ~lued 
Stenci ed 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if nece"ary, to proce" this application.) 

Name Title Agricultural Regul ation Telephone No. (Include Aree Coda) 

Dr . Russell Schneider Director (202) 7.~3-,460 

Certification «. DltA Application 

I certify that tha statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I ecknowledge thet any knowingly false or misleading statement may be punishable by fine or impriaonment or • (Stampt~l ••• 
both under e~liceble few. • • • , .. ;, ... , .. /~Alak- • • 

3. Title •••••• • • 
Manager, Registrations •• • •• • • • •• . • •••• 

I I 
• • - 5. Date • ••••• 4 . Typed Name 

• •• 
Stephen J. Wratten, Ph . D. February 5, 1999 • • • • ••• 

• •• .. 
EPA Form 8570-1 (Rav. 8-941 Previous od1t10M are obsolete. White • EPA RII Copy (o,lgln11) • Tlffow • Applicant Copy 
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. n ... 
PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information le estimated to average 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, end completing end 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, Including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. · 

INSTRUCTIONS: This form Is to be used for all applications for new registration, end use reregistration, amendment, resubmlssion, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submined on this form, the 
following materiel must accompany the application: 

1. Certification with Respect to Citation of Date (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Ave copies of draft laballng; 
5. Three copies of any data submlnad; 
6. Authorization lener where applicable; 
7. Matrices where applicable. 

Subml$11lon of Labeling • labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be • 
constructed in a way as to facilitate storage in an 8.5 x 11 inch file. Mockup labels significantly smaller than 8.5 x 11 inches should be mounted o 
x 11 Inch paper for submission. 
Submission of Data • Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. Arst datennine the type of registration 
action, listed in Block A, for which you era submitting this application. For applications submitted In connect.ion with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, raragistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for whlch you era submitting this form. 

SECTION I - This section must be completed, as applicable, for ell registration actions. 

1. Company/Product Number - Insert your Company Number, if one hes bean assigned by EPA. This number may have bean assigned to you es a 
basic registrant, a distributor, or as en establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager• If known, fill in the name and PM number of the EPA Product Manager. 
3. Propo1111d Classification • Specify the proposed classification of this product. 
4. Product Name - Enter tho complete product name of this pesticide es it will appear on the label. The name must be specific to this product only. 

Duplication of names is not pennitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Addreae of Applicant • Tho name of the firm or person and address shown in your application is the parson or firm to whom the 

registration will be issued. If you era acting in behalf of another party, you must submit authorization from that party to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in ell 
registration matters. The name and complete mailing address of such an agent must accompan\· this application. 

6. Eiq,edited Review • FIFRA Hction 3 (cl 3 (8) provides for expedited review of applications for registration, or amendments to axlsting registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled uses. 

SECTION II - This 11110tion must be completed for all applications submitted to amend tho ragietration only of • currently regieterad product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration end for arfl( other action that pertains to a specific EPA-registered product. This 1111ction i• ~ !2 !?! used for a new application for 
registration. 
1. Subject of 11ubml1111ion • Check the applicebla block and provide the Agency letter data if appropriate. Provide a brief explanation of the purpose(sl 

for the submission, such as "tho addition of a site, pest or crop (specify)"; "amend the Confidential Statement of Formula by ..• "; "reregistration 
submission"; "general label revision of use directions." Attach a separate page if additional space is needed. 

SECTION Ill (Packaging and Container Information) • This Section must be completed for ell applications submitted in connection with now 
registration or eppli;abl' 1mendments. 
1. Type of Paokat,iN,•· ~eek tho appropriate block If your product wlll be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number per retell container. 
2. Type of Retell Container • Indicate type of container in which product will be marketed. 
3. Location of Nat Contents • Indicate the location of the nar contents Information for your product. 
4. l;'l»t•' pf Retail c!ontalner • Specify tho net contents of all retail containers for your product. 
5. 'locatio" of Use Direction• • Indicate the location of the use directions for your product. 
6. ,-.frC\ll'in which labal ia affixed to product - Indicated the method product label is attached to retail container. 

• • • •• • • • SE,P!rff)N IV (CoPltat,f Point) • This Section must be completed for all applications for Registration action,, I.a., new products registration. 
rasuMl!!i&n, "ma-tc,ti, • reregistration, etc . 

•• • 
1-5. Salf-axplanalO!V.·: • • 
6. EPA UH Only • 

•• • • • • 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

APR t 5 1999 

Dr. Stephen J. Wratten 
Monsanto Company 
600 13th Street, NW, Suite 660 
Washington, DC 20005 

Dear Dr. Wratten: 

Subject: Shackle C Herbicide (Update Various Labeling Statements) 
EPA Registration No. 524-339 
Your Application Dated January 22, 1999 

OFFICE OF 
PREVENTION, PESTICIDES ANO 

TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act, as amended is acceptable. Please submit three (3) 
copies of your final printed labeling before you release the product for shipment. A stamped copy 
of labeling is enclosed for your records. 

Please note for future submissions include clean copies of labeling for stamping and for 
placement on CD Rom. 

Sincerely, 

"l l 
James A. Tompkins 
Product Manager 25 
Herbicide Branch 

..... 

Registration Division (7505C) 

Internet Acldrass (URL) • http://www.epa.gov 
Recyc:Jed/RKyelable • Prtnted wlh Vegetable 01 Sued Inks on Aecyde(I Pepet' {Minimum 25% Postcoosumer) 
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EPTED 
APR 1 5 1999 

CONCENTRATE 

SHACKLE® C 
PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 
• Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 15 min­
utes. Get medical attention. 
H ON SKIN, immediately flush with plenty of water. Remove contaminated cloth· 
ing. Wash clothing before reuse. 
IF SWALLOWED, this product will cause gas1rointestinal lract irritation. 
Immediately dilute by swallowing water or milk. Get medical attention. 
NOTE TO PHYSICIAN: Probable mucosa! damage may contraindicate the use of 
gastric lavage. 
IF INHAlfD, remove Individual to fresh air. Get medical attention if breathing dif-
ficulty develops. • 

In case of an emergency involving this product, 
Call Collect, day or nigh!, (314) 694-4000. 

Environmental Hazards 
9o IIOt iljljlly IIIRI0lt/ to Walef, te ilf8aG Wll8F8 &11Flase water i& jlf868111 8f le IAtlf 
tillal anas ~118\1/ UI& IRHA hi11h wattr FAaFI<. 99 Aet oellta!Rinila ~•ii.IF wllaA Iii& 
t1a&ing a, ,,wipfRent waeRwaleFG. 
Po not disobaroe effluent containing this product into lakes streams ponds An.G 
aries, oceans or other public waters unless in accordance with the reouicerne$"14 
a Nattooal Pollutant Discharge Elimination Systems (NPPES) permit and lbet05 & 

Herbicide by Mnn~s1nla 

mining authority has been notified in writing prior to discharge Po not discharge 
effluent containing this product to sewer systems without previousiv ootiMng the 
local sewage tretment plant authority. for guidance contact your State water Board 
or Regional Office of tbe EPA, 

Physical or Chemical Hanrds 
SoluUons of Ulis product should be mixed and stored using only iR stainless steel, 
aluminum, fiberglass, plastic and plastic-lined steel containers. 
00 NOT MIXr !IB STORE ~y THIS PRODUCT OR ~ SOLUTIONS OF 
THIS PRODUCT IN GALVANIZE~ OR UNLINED STEEL (EXCEPT STAINLESS 
STEEL) CONTAINERS_ QR GPAAV WIK&. This product or~ solutions of this 
product react with such containers and tanks to produce hydrogen gas which may 
form a highly combustible gas mixture. This gas ~ould flash or explode, 
causing serious personal Injury, if Ignited by open flame, spark, welder's torch, 
lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
Read the entire label before usino this product. 
It is a violation of Federal law to use lhis product In any manner inconsistent with 
its labeling. 
~r Jer!Rwlatian el predwsl& !Rel le a11eeell 101'- a,tir.• iAgFellieAtl leF weall 111111 
IFa&G eeAtrel IA IAIIY&lrial, F86Ml8Rlial aml 8RlalR8Rtal Qfea&. 

Ibis product may onlY l>e reformulated or repackaged into a herbicide (not to 
oxceed 10% actlye ingredient) tor use in industrial turf and ornamental sites: res­
idential sites· or some or au pf the following cropping systems· vegetables. citrus, 
oome trujts stone fruits small fruits and berries, tree nuts, cereal grains, aoiroal 
grasses amt forages tropical trutts asparagus avocado banana cotton. cranber­
ry fjg, grapes, kfwf, mango okra papaya, peanut persimmon, pineapple sugar­
cane and watercress 

Storage and Disposal 
Do not contaminate wafer. foodstuffs, reed of seed by storage or disposal. 
DtlP()SAI; Wastes of this ~ lll2llu.ct may cause irreversible eye damage and 
111i1f be dallgffllus. Improper disposal of excess pesticide, &pray FAillt-Yra, or rinsate 

, s Cvio~n of ~eral law. II these wastes cannot be disposed of by use according 
18 lllbet lhSlructions, contact your State Pesticide or Environmental Control Agency, 

•• • • • ••• •••• 
NET LOT NO. PACKER • • • • • •• •• • • • • • • • •• • 

• • • • • • • • • • 

or the Hazardous Waste representative al the nearest EPA Regional Office for guid· 
ance. 
Emptied conlainer retains vapor and product residue. Observe all labeled safe­
guards until container is cleaned, reconditioned, or destroyed. 
lJi11le RA&a 81Rllti811 bwlk 68AliliA8F6. 'RlaA 8"8F ler 18~61iA!1 er F868AllilieniAg, er 
lll&j1868 of IA a FIIQAA8f ifjfjf81J9!1 lly Glilla aAll le&al a.wlhe'"i&&. 
Po not reuse contaioec Triple rinse container. Then puncture and dispose of io a 
sanitary landfill or by incineration or tt allowed by state and local authorities. by 
burning 11 burned stay out of smoke 

FOR HERBICIDE FORMULATION ONLY 
ACTIVE INGREDIENT: 

'GIYPhosate N-(phosphonomeJhyllglvcioe ia the form ot 11s 
isopropylamine salt of glyplle&ate . . . . . . . . . . . . . . ....•... 41.0% 
~ QiliEB INGREDIENTS: •....•.......•.......•....• ~ 

100.0% 
·Contains 480 grams per litre or 4 pounds per U.S. Gallon of the active Ingredient 
~lwhosate, lo the form of Its isopropytamjne salt ,, N !11hes11heAeR1athyl)!IIVGiAa 
quivalent to 356 grams per litre or 3 pounds per U.S. gallon or the acid, 

glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. Other patents pending. No 
license granted under any non-U.S. patent(s). 

LIMIT PE WARRANTY AND LIABILITY 
Monsanto Company does not warrant any product reformulated or cepaci<aqed 
from this product except In accordance wtth this Company's stewardship reau1re: 
meats and With express written oermiss;on from Monsanto Company, 
®Shackle is a registered trademark of Monsanto Company. 

©.lm MONSANTO COMPANY 4G9i 

EPA Reg. No. 524-339 

U.S.GAL 

EPA Esl 239-IA-3 • ·,ST.LOUIS, MISSOURI 6-1167, U.S.A, 

• -.-

t 

le 
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• • 
tit,, Pf•u•l'Hd · o- .... --· J>.fo,. --rJ-tJ,- , .. _ Form Aoorovad nMR Nn ; .-; • -- ·- -• •vnlr11• n'--~ 1.o·ll , . . 

United StlltH § Registration OPP ldentif .. r Number 

&EPA Environmental Protection Agency Amendment 250895 
Wuhington, DC 20460 Other 

' 

8 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Product Manager 3. Propoeed Classification 

524-339 Mr. James Tomokins 
~Norie D R111tricted 4. Company/Product (Name) PMI 

Shackle C Herbicide 25 
5. Name and Addr1111 of Applicant (lnclud• ZIP Cod•J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (b)(i), my product is similar or identical in composition and labeling 
600 13th Street, N. W. , Suite 660 to: 

Washington, DC 20005 EPA Reg. No. • Check if this is • new addrtJSS Product Name I 

Section - II 

Amendment • Explain below. • Final printed labole In r1111pon111 to 
Agency letter dated 

Resubmission in response to Agency letter dated • •Me Too~ Application. 

• Notification• Explain below. • Other• Explain below. 

Explanation: Use additional page(s) If necessary. (For section I and Saotion II.) 

Update various labeling statements 

Section - Ill "' 
1. Material Thie Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Contairier 

Bv111· BYH B v .. 
~M•~ No 

Plastic 
No No GlaH 

• Csrtification must 
If •v111• No. per 1t ·v .. • No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bs submlttsd 
I 

3. Location of Net Content, Information 4. Size(s) Retell Container 5. Location of Label Direction• 

• D Container 
a Onl.abel 

Label On labeling accompanying product 

6. Manner in Which Label i1 Affixed to Product - Lithograph D Other - Paper Pelued 
Stancied t 

Section - IV . - ' 

1. Contact Point • • (Compl•t• items dir•ct/y below for id11ntificavon of individual to b• contect11d, if n.c•nllf'I. to procau thia lll)plifftion.J 

Name Title Agri cu ltura 1 Regulation Taltphona tb ,..:'-de Area Code) 
• Russel 1 Schneider, PH.D. Director ..1,~) 783-2460 

Certification 
; • e :01te•~plicatlon 

I certify that tha statamentl I have made on this form and all attachments thereto •r• tNa, eocurata and c3"'Jr«ife: •Recfttfved 

I acknowledge that any knowingly falH or mi,leeding atatamant may b• puni,hable by firie or impritorvnant or•• •:. Wiamped) 
both under applicable law. A ••••• • • 

z••·-A~!#~ ·-- - .. - • 
3. Title • •• 

Manager, Registrations • • • •••• 
• •• • • • 

4. Typed Name / / 6. Data •••• 
Stephen J . Wratten, Ph.D. January 22, 1999 

. 

EPA Form 8670-1 (Rav. 8-941 Prevloua editloM are obtolate. White • IPA Fie Copy Corlglnall Yalow· A,t,lcant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for thi1 collectlon of information is estimated to average 0.85 hour per 
response, Including time for reviewing Instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of Information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. · , 

., 
INSTRUCTIONS: This form is to be used for ell applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, ate. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certification with Respect to Citation of Date (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (b) (41); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4 . Five copies of draft labeling; 
5. Three copies of any date aubmitted; 
6. Authorization latter where applicable; 
7. Matrices where applicable. 

Submlselon of Labe~ng - labeling should first be submitted in the form of draft labels with all appllcatlona for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, It should be • 
constructed in a way as to facilitate atoraga in an 8.5 x 11 inch file. Mockup labels significantly smaller then 8.5 x 11 inches should be mounted on 
x 11 inch paper for submission. 
Submission of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the Instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted In connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications subm.itted in connection with amended reregistration actions, resubmissions, 
notifications, reregistrations, ate., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have boon assigned to you as a 
basic registrant, a distributor, .or as an establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA ProduC"t Manager. 
3. Propoaed Classlflcetlon - Specify the proposed classification of this product. 
4 . Product Name - Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and AddreH of Applicant - The name of the firm or parson and address s hown in your application is the p11t1on or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for them in ragistrati 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6 . Expedited Review - FIFRA section 3 (c) 3 (Bl providH for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide product• that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe it similar to or identical to 
your product. The product must be similar or identical in both formulation and labeled use,. 

SECTION II - This section must be completed for ell applications aubmitted to amend the regietration only of a currently reglatered product 
(Amendment), for II resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration end for any other action that pertains to a specific EPA-registered product. Thia section i• mu~ ht ueed for a new application for 
registration. 
1. Subject of eubmlHlon - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief explanation of the purpose(s) 

for the submi1s,8,f, •lijlch as "the addition of a site, pest or crop (specify)"; "amend the Confidential Statement of Formula by .•. • ; "reregistration 
submission"; "Otfrft!tal label revision of use directions.• Attach II separate page if additional space Is needed. 

• • 
SECTION Ill (P&c!k•ag~ and Container Information) - This Section must be completed for all applications submitted In connection with new 
regis tration or applicable amendwi~ • 
1. Type of P11cka1W10 -. Check tOe tipp,s>priata block if your product will be packaged in the indicated packaging types. 

Indicate the sao "' t!te indivuJ11et. P.afkats and number per retail container. 
2. Type of Reteil. ~~ttlner - ln4ic•- type of container in which product will be marketed. 
3 . Loa.tion of Nat lontenta - lncll~ate the location of the net contents information for your product. 
4. Slzelsl of Ret:11 C~talner - $pl~~,.the net contents of all retail containers for your product. 
5 . Location of UH 01rectlon1 - 1Mad't8 the location of the use directions for your product. 
6 . Manner in whic'1•11b'° 19 affixed to product • Indicated the method product label is attached to retail containe.r • 

•••• 
SECTION IV (c;d'rttoct,.oint) - Thi• Section must be completed for all applications for Registration actlpns, i.e., new product• regi1tr11tion, 
resubmission, "ma't&&,• reregistration, etc. 

1-5. Self-explanatory. 
8 . EPA Use Only. 
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MONSANT O 

Food• Health• Hope"' 
W. 

January 22, 1999 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: 

Subject: 

Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Shackle C Herbicide (EPA Reg. No. 524-339) 
Update Various Labeling Statements 

• Dear Mr. Tompkins: 

MONSANTO COMPANY 

600 13m STREET, N.W. 
SUITE 660 
WASHINGTON, 0.C. 20005 
TEL: (202) 783-2460 
FAX: (202) 783-2468 

Shackle C Herbicide i~ a manufacturing use product (MUP) which can be used by 
formulators to prepare glyphosate herbicides. The present label text was approved by the 
Agency on 20-0ct-1997 in conjunction with its reregistration. In the autumn of 1998, 
Monsanto and EPA engaged in discussions pertaining to reformulation limitations on the 
Shackle C Herbicide label. A label amendment dated 11-Aug-1998 was rejected on that 
basis. We believe we have now agreed on acceptable wording. At this time, Monsanto 
propose:- new draft label text in five (5) copies for Agency review and approval to make• •• • • 
the following changes: • • • • 

• • • In EPA'~ label manual. registrants of MUP are directed to include a statement : • • • • • 
specifying the use sites for which end use products can be prepared usi1,1g. the.MUP. • 
Monsanto now proposes to utilize a modified version of the statement tltai9is!µ res~ly •. 
approved for MON O 139 62% Technical Solution (524-333) on all it's k,Y~!M>sme • . : : • 
MUP~. • • • •. • •• • : 

• • ••••• • 
• •• • • • •••• 
• •• • • • •••• 
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Mr. Tompkins Page 2 
January 22, 1999 

• All Monsanto glyphosate labels are intended to identify the active ingredient by the 
term "glyphosate" and by it's chemical name. The proposed change will make this 
ingredient statement consistent with other labels. 

• The company name "by Monsanto" is removed from the position immediately below 
the brand name. Company identity is still provided at the lower right. 

• Under Environmental Hazards, the statement pertaining to applications is deleted, 
since this product is not labeled for application, and the NPDES statement is 
substituted, as specified in the Glyphosate RED for manufacturing-use products. 
Other spurious references to spraying or spray mixtures are deleted throughout the 
label. 

• Other minor wording changes intended to achieve consistency with other labels, 
including the substitution of the word "other" for the word "inert" in the Ingredients 
Statement (PR Notice 97-6), are also proposed. 

• The Limit of Warranty and Liability statement has been added to reflect Monsanto's 
interests in limjting responsibility for products other formulators may produce from 
this product without Monsanto's agreement. No other references to reformulation or 
repackaging limitations are made. 

lf you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider or directly at 314-694-J 582. 

cc: R. P. Schneider 
D. Fee-White 

~Wfl~ 
Stephen J. Wratten 
Manager, Registrations 

•••••• • • • • • 
•• •••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
• •• • • • ... 
•••• • • • •• • 

• 
• •• • • • •••• 
• •• • • • •••• 
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APR 1 5 qg 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Dr. Stephen J Wratten 
Monsanto Company 
600 13th Street, NW, Suite 660 
Washington, DC 20005 

Dear Dr. Wratten: 

Subject. Exchange Herbicide (Update Various Labeling Statements) 
EPA Registration No. 524-339 
Your Application Dated January 22, 1999 

OFFICE OF 
PREVENTION, PESTICIDES ANO 

TOXIC SUBSTANCES 

The labeling referred to above, submitted in connection with connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended is acceptable. Please 
submit three(3) copies of your final printed labeling before you release the product for shipment. 
A stamped copy of labeling is enclosed for your records. 

Please note for future submissions include clean labels for stamped and for placement on 

CD rom. 

Sincerely, 

t; l L ~ \.• \ l .J 
James A. Tompkins , o' 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 

Internet Addl8ss (UAL) • http:/lwww.epa.gov 
Recycled/Recyc la.,.. • Pmled wth Vegetable OI S.. Inks on Reeycled Paper (Minimum 25% Postconsu~ 
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ACCEPTED 
Af-R 1 ':> d~j 

Raad "blUIT OF WAAAt'\N+VANQ blAlllblTV" ~elere ~wy1n9 er 
11oi111. II 18rlll& ilAI net i988jlla~la, ralurn al e11ee wne~ened. 
A~FQAUUWION OR AiPAGl'.liGING II, J.JAOMIIIITi!Q; i!XGi;J.l+ IN 
AGGOAO,tJIC, Wl:rM .tJI l;XJ.IAiloli WAlmN AGAm.cl!NT Wl+M 
UONG tJl:rQ GOUP.tJIV. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not oet in eyes, on skin or on clothing 
Wea1 goggles or face shield. 
Avoid breathing vapor or spray mist 
Wash lhoroughi'j with soap and water alter handling. 
Remove contaminated clottung and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for at 
least 15 minutes. Get medical attention 
HON SIIIN, immediately Hush wrlh plenty of walef Remo1111 conta· 
minated ctotlung. Wash clothing before reuse. 
IF SWALLOWED, dlis product w,11 cause gastrointesbnal tract 11rit1· 
lion. lmmedla1ei'/ dilute by swallowing water or milk Get medical 
at1enbon. 
NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate 
the use of gastric tavaoe. 
IF INHALED, remove 1nd1vldual to fresh arr. Get medical attenbon rf 
brealhing dllhcutty develops. 

In case of an emergency involving this product, 
can co11ec1, da_y_ or 111ght, (314) 694~000. 

Environmental Hazards 
Ue not a,ptJ .a1Mel., te wM11, ta an1i6 wl:lora &IH1aeo •N.ater i& pre 
&8111 er le inleffillal ar• llelew Ille A'l&an hi&ft 'Hiler A'laA Qe net 
&8AliiAl1Rall wallf ·••n fJ1£p8'iAt1 af ~u,pAHAt ttftildlmattFC 

Do not discharge effluent cootaioino this product 1010 lakes streams 
ponds estuaries oceans or other Willets unless in accordance • 

• •• • • • • • 

• 

EXCHANGE® 
HERBICIDE-B¥-Unnc:1ntn 

the reowements of a National Pollutant Ehmmation System (NPDES\ 
oermjt and Jhe oerroitt,no authority has beeo notified 10 wrrtino ouor 
to discharge Do not djscharoe effluent containing ttus product to 
sewer systems wrthout oreyjous1Y notjfylno the local sewage treat­
ment plant aulhor!IY For guidance comact your State Water Board or 
Beo,onaJ Offire of the EPA. 

P~sical or Chemical Hazards 
Solutions of this product should be mixed and stOfed using only 
stainless steel, aluminum, fiberglass, plastic or plastic-lined steel 
containers. 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED ~ OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS. QA GJ.JA.tX :J:tJIKG. This product 
or solutions of this product react with such containers and tanks to 
produce hydrogen gas which may form a highly combustlble gas 
mixture. This gas ~ could flash or explode, causing senous 
personal injury, if 1gni1ed by open flame, spark. welder's tOfch, hghl­
ed cigarette Of other rgnitroo sOUfce. 

DIRECTIONS FOR USE 
Read the entire label before using this producL 
II rs a violation of Federal law to use this product ,n any manner 
1nconS1Stent with rts labehng. 
This product may only be reformulaJed nr repadtaged Etna twbO<lefor 
use io iodus1Jial turf and ornamental mes· reskleotial us· or some 111 
an ot the tojkJwjng aooomo §Ystems· veoetibtes Cf1ruS oome fruits 
stone 1nnts, smaO truh and berries, tree oUJs cereal grains anmal 
grasses and toraoes lrAPRI frurts asparagus ayoeado banana cotton 
craot>eay fig grapes lqwj mango okra, oaoava, peanut oersaroroon 
pioeaoote suoan;ane aoo wa1r:rcress 

Storage and Disposal 
Do not contaminate water, foodstuffs. feed or seed by storage or dis· 
posal. 
DISMS&l: wa:tet o1 iias f86lieiN ~ may cause ,neversibte 
eye Moe.a'iD ma" De dangerous. Improper disposal ol excess 
pestitidlJ! • ,-.ii1111L', or rinsate is a violation of Federal law II 
these ..:astes caMOt ilisposed of by use accordmg to label instruc• 
lions, COl1tac1 your State Pesticide or Environmental Control Aoency, 
or Ille Hazardous Waste representa!Jve at the nearest EPA Regional 

• 'OTfrce '°'~M! •: • • • • 
•• • • • •• • • • •• • • •• • • • • • • • • •• . ... . .. . 

• 
$ 

Empbed contalllel retains vap0f and product residue. Observe al labeled 
safeouards unbl container is elean811, re&enrliliaAOd, lif destroyed. 00 
NQ+ Gu:r OR WlibO ON OR N"6A +Ml~ GON:r"Nl!A. 
Oo not reuse container. Triple 11nse container. Then punctwe and 
dispose of ,n a sanitary landfiU, or by incmerat,on, or, if allow~ by 
state and local authonlies, by burning. If burned, slay out of smoke 
~R M"NU~AIIKi1 A~OAMUl,AlH~N .IND Ri,MCK"lilNli A$ 
A NiAI IC:IDi ONI.¥ 
ACTIVE INGREDIENT: 

0 Glyphosate, N·(phosphonomelhyl)glycrne. 
in the form of its isop1opytam,.ne salt . . . 
~ OI.1::1.E.R INGREDIENTS: . • ..•••• 

• .••.. 41.0".4 
. . . 59.0% 

100.0% 
·contams 480 grams per litre or • pounds per U.S. Gallon of the 
active ingredient glyphosate, ,n the lorm ol ,ts isopropylamrne salt 
Equivalent to 356 grams per litre or 3 pounds per U S gallon of the 
acid, gtyphosate. 

This product is protected by U.S. Patent No. 4,405,531. Other 
patents pending. No license granted under any non-U.S. pa.tent(s). 

UMIT OF WARAMIJY MIO LWlu:i:¥ 
TlliG Ga11111aw; werr11Al6 lllil ll!i6 111allwlll eenlarll'I& ta Ille ,~e111ieal 
ll11&&ri11lieA en ll!i& lallel. NO o:rMiA i!XPA!;GG w.tiAANI~ 
IMJ.11:11!0 W.t.AAAN:r:V OF Fl~iGG FQA Pt,RflGUb'A PUAJ.JQG5 QA 
~4'RGMOIIT"81bl+V Iii M.tiOi. :r1:11a v•arr11111y ie al&e ,w~tNl le Ille 
ienllillan& and ~A'lrtaijen& &tatall llele,n., 
llw~er ilRII all U68fi &~A jlfBAllll",· Rell~ tllis GellljlilAy el a~• &lillfll6 
wllllller ~and in iBAIJail, 1109li9IA68. 611161 l1a~ihly, &Iller tart er 
elllerwr&e. 
11....,.., aAtil all wsar& are rw;pen&•~I• fer all le&& ar daFAa1e be~ w&e 
er haAiliAfl 1t1hi&tl rQ&U~ ffe~ 88Adi09A& llo,end lie 88AbGI ef ltli& 
G9lflpa~. iA&IYlliAI, 11111 net lilllllilll le, Y686 QF appli&allens IA a~ 
111anRer Rat 111pli&1~ 681 I~ in ll!ii label er ijipl~ill18A 18 er i8A 
taot wttA -'e&irallte • ,,a9etation. ™' ,xc1:uG111, A,u ,ov OF "A-Ii Ulil;A OR IIUV.R MIO +Mi UMI+ 
OF lM, UAIIIL:l+V QF +MIG G0~41WA' QA t•llY O+Ml!A Gi!bbliA f.QA 
~¥ ,tllQ Abl: bOliSEli, IN.IUAliG QA OM,!AGiG AliliYUING ~OM 
:rMli ui;, OR M6110~1NG OF +Mlli J.JAOOYCl flNGL:UOING CL.AIU$ 

11~,o IN co":rA.OG+. NliGblGliNGli, 1o:rA1G:r blAlllbt+V, O:rM,R 
+ORT OR O:rM!;AWlliEI liMAbl Iii +ME J.JUAGMt'\lii; PAIGI! PAID 11¥ 
:rM, UliliA OR IIUV.A FOR +Mt ou.wr:1:rv OF +Mlli J.JROOUGT 
INIJOW!;Q , OR ,t;r :rMI! EliG+ION OF :rMIS GOUP.O,NV OR 6JI¥ 
O+Ml;A liElh(;A, lMt AEJ.lbAGEUEN:r OF GUGM ou.wr1:rv, OR. IF 
NO+ .A,GOYIAEO IIV PUAGM~I;. AiPbJ,Gl!MENl OF liUGM QUAN:rl 
:rv, IN NO iH!;N+ GM.Abt +MIS GOMP.t..'W OR t,.W O+Mi;A liRb,A 
IIE UAl!bi; FOR 6.W INGIOENlAL, GONliEOU!;N:rlAI.. OR SPl!GIAl 
QA,.1.4AGEG. 
1111)'81 and all w&eF6 are deoll'lell le lla·JII aeee~led Ille terll'I& el 1111& 
blMIT OF WAAA.AJ4.TY ,OJIO bl,t'\llllll'.¥ •eelu&II FRay Rel IHI "i1F18II by 
a"J •,ertial er wnnoA ilf&BfROAt 

LIMIT OF WARRANJY AND LIABILITY 
Monsanto Company does not wanant any product reformulated or 
repackaged from this product except io accordance with this 
Company's stewardship requirements and wrth express wuueo oer­
m!ss1on from Monsanto Company 

Exchange 1s a@ registe,ed trademark or Monsanto Company. 

l.\lilm MONSANTO COMPANY~ 
r.:Y:]~QN.oiNlo coupu,1v 
IJJ:JST. LOUIS, MISSOURI 63167 U.SA 

• 
EPA Reg. No 524-339 

EPA Est. 524-LA-1 21006W2-2/53l 

NET 54 U.S. GAL. 

111111111111111 Ill Ill llll 
(01) 0 00 70183 50409 1 

• 

1 
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, t:r..~e rud /,,.tNCtioM on reverse before como/11rl,v, form. Form Arinroved 0MB No. 2070-0080 .a. ..... rovel exoirAS 05.31.Ps 

&EPA 

1. Company/Product Number 

4. Company/Product (Name) 

United States 

Environmental Protection Agency 
Washington, DC 20460 

Registration 
Amendment 
Other 

OPP Identifier Number 

250898 

Application for Pesticide - Section I 

524-339 2. EPA Product Manager 3. Proposed Classification 

Mr hmps Tnmnld nc:: 

PMI ~ None D Restricted 

Exchange Herbicide 25 
S. Name and Address of Applicant (Include ZIP Code} 

Monsanto Company 
6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 600 13th Street, N.W. , Suite 660 

Washington, DC 20005 EPA Reg. No. ________________ , 

• Check if this Is a new address 

Amendment · Explain below. 

Product Name 

Section - II 

Final printed labels in response to 
Agency letter dated 

Resubmission in response to Agency letter dated ______ _ 
• • • 

"Me Too~ Application. 

• Notification • Explain below. Other• Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.I 

Update various labeling statements 

1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging 

Oves• • No 

Unit Packaging 

O Yes • No 

Section - Ill 

Water Soluble Packaging • Yes • No 

2. Type of Container 

~:::c 
Glass 
Paper 

' 

I 

-, 

• Certification must 
be submitted 

If "Yes· No. per 
Unit Packaging wgt. container 

If "Yes• 
Package wgt 

No. per 
container Other (Specify) ___ ___ _ 

3. Location of Net Contents Information 

• Lebel D Container 

6. Manner in Which Label is Affixed to Product 

I 
4. Size(s) Retail Container 

§ Lithograph D 
Paper glued 
Stencired 

Section - IV 

Other 

5. Location of Label Directions 
C=1 OnLebel 
c::J On Labeling accompanying product 

\. Contact Point (Complete items directly below for identification of individual to ba contacted, ff necessary, to proca$$ this applicstlon.J 

' 

·· t· Name Russe 11 P. Schne ider , Ph , D, Title Agri cu ltu ra 1 Regu 1 a ti on Telephone f.l~; •1~•ude Area Code) 

Di rector (202 .78J•2460 

Certification •••••• I certify that the s tatements I have made on this form and ell attachments thereto are true, accurate and e om~lete. 
I acknowledge that any knowingly false or misleeding statement may ba punishable by fine or imprisorvn:nt or • 
both under applicable law. ~ • • : • • ! 

a. Date Application 
Rlfceived •• I : •. Stamped) 

•••• 
2. Slgnatu~ /7' ~u/ ~-,a'.- 3 . Title : •• .: •• :- •• • • •• •: .LJ~/~~ Manager, Registrations • 

1--~=:w:.~u...,1....t..~~L,;::..,;:;;,..,L.. _________ 1-----------------------4• . . 
~✓- / •••• 4. Typed rme 6. Date 

Stephen J . Wratten, Ph . D. January 22, 1999 : .•• • 
•••• 

' 

EPA Form 8570-1 (Rev. 6-941 Previous editions ere obsolete. Whla • EPA FIie Copy (orlglnal) YeHow • AppDc.nt Copy 
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'\ 
PAPERWQRK. REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of Information is estimated to average 0.85 hour per 
response, including time for reviewing instructions, searching existing date sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information. including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following materiel must accompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). [If not exempted by 40 CFR 152.81 (bl (411; 
2. Confidential Statement of Formula (EPA Form 8670•41; 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4 . Five copies of draft labeling; 
5. Three copies of any data submitted; 
6 . Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling · Labeling should first be submitted in the form of draft labels with all appllcatlons for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage in en 8.5 x 11 inch file. Mockup labels sign!ficantly smeller than 8.5 x 11 inches should be mounted o 
x 1 1 Inch paper for submission. 
Submission of Data • Data submitted in support of this application must be submitted in accordance with PR Notice 86-5 . 

SPECIFIC INSTRUCTIONS: Please reed the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you ere submitting this application. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reragistretion ections, resubmissions, 
notifications, reregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A • Check the appropriate action for which you ere submitting this form. 

SECTION I · This section must be completed, es applicable, for all registration actions. 

1. Company/Product Number · Insert your Company Number, if one has been assigned by EPA. This number may heve been essignad to you es a 
basic registrant, a distributor, or es en establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name end PM number of the EPA Product Manager. 
3. Proposed Classification • Specify the proposed classification of this product. 
4. Product Name · Enter the complete product name of this pesticide as it will appear on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name and Address of Applicant • The name of the firm or person and address shown in your epplicetlon is the parson or firm to whom the 

registration wilt be issued. If you ere ecting in behalf of another party, you must submit authorization from that party to act for them in raglstretio 
matters. An applicant not residing In the United States must have en euthoriHd agent residing In the United States to act for them In all 
registration matters. The name and complete mailing address of such an agent must accompan\' this application. 

6. Expedited Review - FIFRA section 3 (cl 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that era currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number end product name of the product you believe Is similar to or identical to 
your product. The product must be similar or identical in both formulation end labeled usea. 

SECTION II • This section must be completed for all applications submitted to amend the regl• tration only of• currently regi• tered product 
(Amendment), for a resubmission In response to en Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
raregist1"11tion end for any other action that pertains toe specific EPA-registered product, Thia section is .rutl~.11.! u•ed for a now application for 
registration. 
1 . Subject of • ubmission • Check the applicable block and provide the Agency latter dete if appropriate. Provide a brief explanation of the purpose(sl 

for the submission, such as "the addition of a site, pest or crop (specify)"; "emend the Confidential Statement of Formula by .•. "; "reregistration 
submission"; "general label revision of use directions." Attach a separate page if additional space is needed • 

•••• 
SECTION Ill (Pa•cieQie4 end Container Information) • This Section must be completed for all applications submitted in connection with new 
registration or appliQ,Sble emendments . 
l . Type of PackeOIPiO ! ~ eek the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size qJ the indivi<i'W p;._itets and number per retell container. 
2. Type of Retail Container - l~ate t\2>& of container In which product will be marketed. 
3. Location of Net Coat~ta • Indicate the location of the net contents Information for your product. 
4 . Slze(sl of Retell t ~talner • s;i;c!i!y the net contents of ell retail containers for your product. 
5. Location of Usl 1:0ref:\lon• • 1n8tfiate the location of the use directions for your product. 
6. Manner in whi~ laf>II I• afflx,11 '0 J,Poduct • Indicated the method product label is attached to retail container . 

• ••••• 
SECTION IV (C'l~~t f!oint) • This Section must be completed for ell applications for Registration actions, I.e., new pr<>4ucte registr11.tl0.11, 
resubmission, "me• tt>&:"•reregistretion, etc. 

• • • 1-5. Self-explenata~. • • 
6. EPA Use Only. • • • 

-
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MONSANTO 
Food· Heal_th • Hope .. 

00. 

January 22, 1999 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (AMEND) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Atlention: 

Subject: 

Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Exchange Herbicide (EPA Reg. No. 524-339) 
Update Various Labeling Statements 

Dear Mr. Tompkins: 

MONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, D .C. 20005 
TEL: (202) 783-2460 

FAX: (202) 783-2468 

Exchange Herbicide is a manufacturing use product (MUP) which can be used by 
formulators to prepare glyphosate herbicides. The present label text was approved by the 
Agency on 20-0ct-1997 in conjunction with its reregistration. In the autumn of 1998, 
Monsanto and EPA engaged in discussions pertaining to reformulation limitations on the 
Exchange Herbicide J.,bel. A label amendment dated 11-Aug-1998 was rejected on that 
basis. We believe we have now agreed on acceptable wording. At this time, Monsanto 
proposes new draft label text in five (5) copies for Agency review and approval to make 
the following changes: 
• In EPA's label manual, registrants of MUP are directed to include a statement 

specifying the use sites for which end use products can be prepared using the MUP. 
Mon!>anto now proposes to utilize a modified version of the statement that is present~)' • 

• • approved for MON 0139 62% Technical Solution (524-333) on all it'5 glyphosate •••• 
MUP:-. The existing statements specifying directions for reformulation into herbic~ : • 

• 
is now redundant and is to be deleted. • ••••• 

• • • cf • •• • 
• The Limit of Warranty and Liability statement has been modified to re1L~Q.Monsa)ltcf $ . • 

interests in limiting responsibility for products other formulators may prod1111e froni • : •: 
••••• • •• • • ••••• • 

••• • • • •••• . .. 
• • • •••• 
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Mr. Tompkins Page 2 
January 22, 1999 

this product without Monsanto's agreement. The remainder of existing text is no 
longer needed. Other reformulation and repackaging limitation statements are deleted. 

• The company nan1e "by Monsanto" is removed from the position immediately below 
the brand name. Company identity is still provided at the lower right. 

• Under Environmental Hazards, the statement pertaining to applications is deleted, 
since this product is not labeled for application, and the NPDES statement is 
substituted, as specified in the Glyphosate RED for manufacturing-use products. 
Other spurious references to spraying or spray mixtures are deleted throughout the 
label. 

• Exchange is now provided in plastic drums which are intended for single use. Certain 
statements in the storage and disposal section are intended for steel drums, and are 
now outdated and proposed for deletion. 

• Other minor wording changes intended to achieve consistency with other labels, 
including the substitution of the word "other" for the word "inert" in the Ingredients 
Statement (PR Notice 97-6), are also proposed. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P Schneider or directly at 3 J 4-694-1582. 

cc: R. P. Schneider 
D. Fee-White 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • ....... 
• 

• 
• •• • • • • •• 
•••• • •• •• • 

• •• • • • •••• 
. . . . 
• • • •••• 
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- .,.,-~--- .-.... -...J-.-... ---· • •--•• ,.,.,.,,, • .,_u,,,,.,,J•IF~• '"""· Form Annrovad. 0MB No 2070-006n Annroval axoiros 05-31-98 

United States g Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 250852 
Washington, DC 20460 Other . 

Application for Pesticide - Section I 
. 

1. Company/Product Number 
524-339 

2. EPA Produot Manager 3. Proposed Classification 

Mr . James Tompkins 
[;]None D Restricted 

4. Company/Product (Name) '( 7 PMI 

MON 78087 Herbicide ~ ' 25 
5. Name end Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (b)(i), my product is similar or identic~c'A'i'fffltsitlon and labeling 

600 13th Street, N. W., Suite 660 to: NOTIF 
Washington, DC 20005 EPA Reg. No. 

l 2 1998 • Check if this is s nsw address 
NOV 

Product Name 

Section - II 

• Amendment - Explain below. • Flnal printed labels in response to 

I • 
Agonoy letter dated 

Resubmission in response to Agency letter doted "Mo Too~ Application. 

Notification • Explain below. • Other - Explain below. 

' 
., 

Explanation: Use additional pago(s) if necessary. (For section I end Section II.) 

Notification of a new brand name: MON 78087 Herbicide 

Section - Ill ' 
~ 

1. Materiel Thi• Product Will Be Peckeged In: - --
Child-Resistant Packaging Unit Packaging Weter Soluble Packaging 2. Type of Container 

E] 
I 

BYes• By .. Yes §Mobl Plastic 
No Ne No Glass 

"fication must If "Yes" No. par If "Yes• Ne. par Peper 
Unit Packaging wgt. container P11okego wgt container Other (Specify) 

e submitted 
I 

3. Location of Net Contents lnformetion 4. Sizels) Retail Container 5. Location of Label Direction• 

• D Container 
B On Lebel 

Lebel On Labeling accompanying product 

6. M11nner In Which Label is Affixed to Product § Lithograph • Other 
Peper ~luod 
Stenoied ~ 

Section - IV 
1. Contact Point (Complsts items directly bslow for identjfication of individual to b11 contacted, if necessary, to process this lfl)plictt1ion.J 

Name Title Agricultural Regulation Telephone ?,jo. (Include Area Coda) 

Dr . Russe 11 P. Schneider Director (202) l ijJr~60 
• 

Certification •••••• 6. Date Application 
• • • 

I certify that the statements I have made on this form and ell attachments thereto are true, accurate end ~omplefe. Received 

I acknowledge that any knowingly false or misleading stetoment may be punishable by fine or impriSoMlM~ •: (Stamped) 
both under applicable low. •• • • •• ,, • • • 

2.s1,~✓ 
••••• •• • 

3. Title • • 
Registrations ••••• • Manager, • •• • • • •••• 

4. Typed Neme /. 1 5. Dato •• • 
J. Wratten, Ph.D . November 4, 1998 • • • Stephen •• • 

EPA Form 8570-1 {Rev. 8-941 Previous edition• ere obsolete. White • EJ>A F1la Copy lorlg(nall Yellow • Applicant Copy 
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( PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.85 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or eny other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use tareglstretion, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, ate. In order to process an application for a new registration submitted on this form, the 
following material must accompany the application: 

1. Certi~ceti~n 't'M Ra~p,Qqt_to Cit11~on of Data (EPA Form 8570-29), (If not exempted by 40 CFR 152.81 (bl (411; 
2. Conf1dent1al !ftli'tlmient oY-F'orm.uH1 (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of <Jr,4ff l~eltng; _ )! 
5. Three copies ot any dati sutmiitted; 
6. Authorization letter where applicable; 
7. Matricas where applicable. 

Submission of Labeling - Labeling should first be submitted In the form of draft labels with ell applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission ore mockup of the proposed label. If prepared for mockup, It should be 
constructed in a way es to facilitate storage in en 8.5 x 11 inch file. Mockup labels sigr.ificently smaller then 8.5 x 11 inches should be mounted on 8.5 
x 11 inch paper for submission. 
Submission of Data - Dete submitted in support of this application must be submitted in accordance with PR Notice 86-5, 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registrati6n • 
action, listed in Block A, for which you are submitting this application. For eppllcatlons submitted In connection with Now Registration actions, Sections 
I, Ill, and IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reragistretions, etc .. Sections I, II, and IV must be completed by the applicant. 
Block A • Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be completed, as applicable, for all ragistretlon actions. 

1. Company/Product Number· Insert your Company Number, if one hes been assigned by EPA. This number mey have been assigned to you as a 
basic registrant, a distributor, or as en establishment. If your product Is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3, Proposed Classification• Specify the proposed classification of this product, 
4 . Product Name • Enter tha complete product name of this pesticide as It will appear on the label. Tho name must bo specific to this product only, 

Duplication of names is not permitted among products of the same company. Do not include eny brand neme or company tine designations. 
5. Neme and Address of Applicant • The name of the firm or person and address shown in your application is the parson or firm to whom the 

registration will be issued. If you ere acting In behalf of another party, you must submit authorization from that perty to act for them in registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United Statee to act for them In all 
registration matters. The name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review • FIFRA section 3 (cl 3 (B) provides for expedited review of applications for registration, or amendments to existing registretio 
that ere similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to ba eligible for 
expedited review, you must provide us with the EPA Registration Number end product name of the product you believe is similar to or identical to 
your product. The product must be similar or identical In both formulation and labeled uses. 

SECTION II - This section must be completed for all applications submitted to amend the regl1tretion only of e currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for eny other aotion that pertains to a specific EPA-registered product. This section Is .!lBl !2 !!,! used for a new application for 
registration. 

1 , Subject of eubmisaion • Check the applicable block and provide the Agency lener date if appropriate, Provide a brief explanation of the purpose(s) 
for the submission, such as •the addition of a site, post or crop (specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submission"; •.o:~~r:~labol revision of use directlons. • Attach a separate page if additional space is needed . 

• SECTION Ill (Pac~agin~ and Container Information) • This Section must be completed for all applications submitted in connection with new 
registration or eppltdbt,11,e~endments. 
1. Type of Packaglnfi • Check the .aperopriata block if your product will be packaged in the Indicated packaging types. 

Indicate the size of tho indivict8'pe~ots end number per retail container. 
2. Type of Retail Container • lndtcate type of container In which product will be marketed. 
3. Location of Net Content• - ln4i!i1,t,Pte locetion of tho net contents information for your product. 
4. Size(al of Retaf tJ>n~ner • Sp&eify the net contents of all retail containers for your product. 
5. Location of Use Ol~l!tione - l~lfit~"the location of the use directions for your product. 
6. Manner in which lltbel la afflxetlc• tuoduct • Indicated the method product label is attached to retail container. .. . 
SECTION IV (C~ .. 1. : ~J!ointl • This Section must be completed for all applicetion.t for Registration actions, r. •.• new pr~duots r4gistcation, 
resubmission, •ma--tioo~•• reregistretlon, etc. 

• • • 
1-5. Self-explanatofy. • • 
6. EPA Use Only. 
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Nor,FICAr,oN 

Nov , 2 1999 

Mon 78087 
Herbicide by Monsanto 

Water soluble herbicide for nonselectlve control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 
~~~~ -

Keep out of reach of children. 

DANGER! PELIGRO! 
Si usted no entiende la etiquela, busque a alguien para que se la explique a usted 
en detalle. (If you do not understand the label. find someone IO explaln ii lo you In 
derai, 

CAUSES IRREVERSIBLE EYE DAMAGE 

HARMFUL If SWAllOWt:O OR INHALED 

MAY CAUSE Sl<IN IRRITATION. 

Do not get in eyes, on skin oi on clothing Avoid brealhlng vapor or SPRY mist 

ARST AID: If IN EYES, Immediately Hush Wllh plenly ol water for at least 15 min• 
utes. Get medical attention. If ON SKIN, Immediately flush Wllh pfenly of water IF 
SWALLOWED. lllls product will cause gaslroin!Mlinal lract lrtitatlon Immediately 
dilute by swallowing water or milk. Gel medical attention NOTE TO PHYSICIAN.: 
Probable mucosal damage may conlr.lindM:ille the use of gastric lav3qe IF 
INHALED, remove Individual to lresh air Get medical attention ii brealhlnQ difflcut· 
1Y develops. 

Personal f>rolee1in El!uipment (PPE) 
Appllcaton and Olher handlers m11t wear: long-sleeved $11111 and long pants, 
waterproof gloves, shoes plus soc:ts and proteclive eyewea, OISCafd clothing and 
other iibsO!bent materials Ulat have been drenched oi heavily contaminated with 
this product's concenllate. Do not reuse them. follow manufaciure(s instructions 
lor cleiinlng{maintaininQ_ PPI Jf no such Instructions for w.ishables. use dete1gent 
and hot wat r. (eep an, wash 4'E s~rately from other laundry. 

••• •• • 
When ~rs~~loled sysbs. endosed cabs, or ahtraft In a manner that 
meets the reqtiiremet11s"list!lfill lhe Worker Protection Standard (WPS) tor aori· 
cultural pesticides (40 CFR 170.240 (d)(4-6}1. the handler PPE requiremenl.s may 
be reduced or modttied as specified in the WPS 

•• • ••• ••• 
• • • • • • 

• • • •• • • • 
• • • • • • • 
• ••• • • 

LOT NO. PACKER 

User Safely Recommendallons 

Users should: 

• Wash hands before eating, drinking. chewing gum. using tobacco. or 
using the toilet. 

• Remove clothing immediately ii pesticide gets inside Then wash lhor­
ouohly and put on dean clothing. 

tn cast ot an -roency imlotvmo this product. 
call Collect. day 01 night, (314) 694-4000. 

Environmental Hazards 
Do not apply directly to water, or to areas where surface water is present or to inter­
tidal areas below the mean high water mark. Do not contaminate waler when dis­
posing ol equipment washwaters 

Physical or Chemical Hazards 
Spray solutions ol this product should be mixed, stored and ,1pplied using only 
slainless steel, aluminum, fiberglass. pi;istic or pwtic-ined steel containers. 

00 NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS Of TIIIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAINLESS 
STEEL) CONTAINERS OR SPRAY TANKS This product or spray solutions of this 
produel react with such containers and tanks to product hydrogen gas which may 
form a highly combustible gas mixture. This gas m1Xture could llash or explode. 
causing serious personal Injury. If Ignited by open name. spal1!. welde(s to,ch. 
liOhled cigarette or other ignition soun:e. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this prodUd in any manner lnconsistenl wilh 
11s labeling. For any requirements speciflC to your State or Tnbe, consult the 
agency responsible lor peslldde regulations 

Agricultura.l Use Requirements 
Use this product only In accordance Wlth its labeling and with the Worker 
Protection Standard, 40 CfR part 170. Reier lo supplemental labeling under 
•Agricultural Use Requirements· In the Directions lor Use section for lnforma-
lion about this standard. 

Non-Agricultural Use Requirements 
The requirements In this box apply IO uses ol this Ploduct th.at ate NOT 'Within 
the scope ol lhe Worur Proledion Standard for agricultural pesticides (40 CfR 
part 170) The WPS appries when 1h15 product Is used 10 produce agricultural 
plants on farms. forests. nurseries or greenhouses. 
Keep people and pets off Crea.led areas untH spray solution has dried 

Storage and Disposal 
Do not contaminate water, foodstuffs. leed or seed by storage or disposal. 
DISPOSAL: Wastes resulting from lhe use ol lhis product lhal cannot be used or 
chemically reprocessed should be disposed or In a landfill approved tor pesllcide 
disposal or in acco,dance with applfcable Federal. stale or local procedures. 
Emptied container retains vapor and product residue. Observe an labeled sale­
gua,ds until container Is Cleaned, reconditioned or destroyed 
Tripla rinse emptied bulk container. Then otter lor recyctlng or reconditioning, or 
dispose ol in a manner appn,11ed by state and local ilUlhoribes. 
ACTIVE INGREDIENT: 
• Glyphosate. Niphosphonomethyl)glycine, 
In the rorm oflts isopropytamlne salt •..•..•..••.....•.. . ..••. 41.0'Y. 

INERT INGREDIENTS: • • • • • • • • • . . • .. . • • • . .. • . • • . ....amt 
100.0% 

·contains 480 grams per litre or 4 pounds per U.S. gallon ol the aciNe lngred.ent 
glyphosate. 11 the form of tts is0p1opylamlne salt. Equivalent to 356 grams per ~lie 
or 3 pounds per U.S. gaffon ol lhe acid. glyphosate. 
This product Is protecled by U.S. Piitent No. 4.405.531. Other patents pendino. No 
license Qriinted under any non•U.S. patents. 

EPA Rea. No. 524-339 

NET GAL. 
EPA Est. 524-IA-1 © 1998 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1M 
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NOTIFICATION 

NOV I 2 1998 
Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe Injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Hazards lo Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! PELIGRO! 
Sl usled no enliende la etiqueta. busque a alguien para que se la expliQue a usled 
en detalle. (If yoo do nol understand the label. find someone to explaln It to you In 
deUll) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL If SWALLOWED OR INHALED 

MAY CAUSE SKIN IRRITATION 

Do not get In eyes. on skin or on cloth111g. Avoid breathing vapor or spray misL 

FIRST AID: If IN EYES, ~diately flush with plenty of water for al least 15 min­
utes. Get medical attenbon. IF ON SKIN, immediately flush with plenty ot wa.ler. IF 
SWAUOWEO, this product wiff cause gastrointestinal lract irrilatlon. Immediately 
d1lule by swallowing water 01 milk. Gel medical ;attention. NOTE TO PHYSICIAN: 
Probablll mucosal damage may contnllndicate the use of gasuic lavage. IF 
INHALED. remove individual to fresh air. Get medical attention K breathing difficul­
ty deYelops. 

Personal Prolectl'tI E~ulpmenl (PPE) 
Appllc:alon and othlf handlers must wur: long-sleeved shirt and long pants, 
waterproof gloves. shoes plus sod<s and prol!ciive eve- Discald clothing and 
other absorbent materials ll1at have been drenched or heaYily conlamlnated with 
this product's concenlrale Do not reuse them Follow manulacturer's lnslructions 
for cleaning/maintaining PPE. If no such instructions for washables, use detergent 
and hot ~r. ~ p ant d lt 1!Pf separately from other laundry. 

••• •• • When handle~cltf:d ~ ms. enclosed cabs. or airtrah In a manner thal 
meets the t\qµl'rem•~ ns\J!l. il the Worker Protection Standard (WPS) for agri• 
cultural pesticides (40 CFR 170.240 (d)(4--6)), Ille handler PPE requirements may 
be reduced or modifl!d u specilisd in the WPS. 

•• • ••• ••• • • 
•• • • • • •• • • • 
• • • •• • • 
• ••• . • 

LOT NO. PACKER 

User Safely Recommendallons 

Users should: 

• Wash hands be!Ofe eating, drinking, chewing gum. using tobacco. or 
using the toilet. 

• Remove clothing immediately II pestlade gets Inside. Then wash thor· 
oughf'/ and pul on clean clothing. 

1n cue cl an emeroency IIIYOMnO ll1is l)foduct 
Call ~I. day or tight (314) 694-4000. 

Environmental Hazards 

Do not apply directly lo water, or to areas where surface waler Is present or to Inter• 
tidal areu below the mean high water mark. Do not contaminate water when dis· 
P0$1no al equipment washwaters. 

Physical or Chemical Hazards 
Spray solutions of this product should be mrxed. stored and applied using only 
stainless steel. aluminum, libergtus. plaslk: or plastic-lined steel container$. 

DO NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STIEL OR UNLINED STEEL (EXCEPT STAINLESS 
STEEL) CONTAINERS OR SPRAY TANKS. Tllis product or spray solutions of this 
product react with sucll conl1iners and tanks lo product hydrogen gas which may 
rorm a highly combustible gas rnlxture. This gas mixture could llash or explode. 
causing serious personal Injury. If lgnhed by open flame, spark. welder's lorclt. 
lighted cigare11e or other lgnilion source. 

DIRECTIONS FOR USE 
II is a violation of Federal law to use this product in any manner Inconsistent wi1II 
its laber111g. For any requirements specific to your State or Tribe, consun the 
aoencv respansible for peslicide rt11ulations. 

Agricultural Use Requirements 
Use thls product only in ~rdance with its labeling and with the Wo.rker 
Protection Standard, 40 CFR part 170. Reier to supplemental labeling undet 
"Agncuhural Use Requirements· In lhe Directions lor Use secbon for inlorma• 
lion about this standard. 

Non-Agricultural Use Requirements 
The requirements in this box apply to uses of this product that are NOT within 
the scope ol lhe Worbr Protection Standard for agricultural pesticides {40 CFR 
part 170), The WPS applies when lhis p1oduct Is used to produce agricultural 
plants on farms, fo,ests. nurselles or greenhouses. 
Keep people and pels off treated areas until spray solution has dried. 

Storage and Disposal 
Do nol cont3mln;ite water. foodsluffs. feed or seed by storage or disposal. 
DISPOSAL: Wastes resulting from the use of this product thilt cannot be used or 
chemically reprocessed should be disposed of in a Wldfill approved for pestlc:ide 
disposal 01 In accordance wilh appffcable Federal, state or local procedures. 
Emptied conlalner ratains vapor and product 1esldue. Observ11 31 labeled sale• 
guards unld contliner is cleaned, recondilioned or destroyed, 
Triple rinse emptied bulk conlainer. Then otter lor recycling or reconditioning. or 
dispose of In a manner approved by slate and local authorities 
ACTM INGREDIENT: 
·Glyphosate, N-(phosphooomelhyt~lycine. 
In the torm of its lsopropytamlne sail •.... . •.•••.......••...•. 41 .0'Y. 

INERT INGREDIENTS: . . . • • • • . . . . . . • . . . . . . . • ...... ~ 
100.0"4 

·eon1Jin$ 480 grams per 111111 or 4 pounds per US. gallon of Ille ac!M! ingn,dlenl 
glyphosate, In the torm of Its isopropylamine salt Equivalent to 356 grams per litre 
or 3 pounds per U.S. gallon ol the acid. glyphosale 
This product Is prol!d.ed by U.S. Palen! No. 4.405,531 Other palenls pending. No 
license granted under any non·U.S. patents. 

EPA Reo. No. 524·339 

NET GAL. 
EPA Est 524-IA· 1 © 1998 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1M 
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MONSANTO 
Food • Health ·Hope'" 

W. 
MONSANTO COMPANY 

600 13TH STREET, N.W. 
SutTE 660 
W ASHINGTON, D .C . 20005 
TeL: (202) 783-2460 
FAlC (202) 783-2468 

November 4, 1998 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (NOTIF) 
U.S. Environmental Protection Agency 
Room 266A, CrystaJ MaJI #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: 

Subject: 

Mr. James A. Tompkins (7505C) 
Team Leader (25) 

EPA Reg. No. 524-339 
Notification of New Brand Name: MON 78087 Herbicide 

Dear Mr. Tompkins: 

Monsanto wishes to begin to notify the Agency that we will utilize a new alternate brand 
name for the product registered as EPA Registration No. 524-339. Enclosed please find 
five (5) copies of label text bearing the brand name MON 78087 Herbicide, identified by 
Print Plate 21167Wl -1M. This brand will be used to label shipments of bulk herbicide for 
the purpose of repackaging into end-use containers. Under separate cover, Monsanto has 
requested approval of an alternate ConfidentiaJ Statement of Formula under this same 
registration number which would be associated with this brand name when approved. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider or directly at 314-694-1582. 

cc: R. P. Schneider 
D. Fee-White 

• • 

~W.#.~;: 
Stephen J. W1~tten : 
Manager, Reg1~01ltA:>ns 

• • • ••• • • • ••••• • • • • • ••••• • 
• •• • • • •••• .. . 
• • • •• • 
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MONSANTO 
Food · Health· Hope"' 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (NOT[F) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
I 921 Jefferson Davis Highway 
Arlington. VA 22202 

A11cn1ion: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

January 14, I 999 

Subject: MON 78087 Herbicide (EPA Reg. No. 524-339) 
Submission of Fina] Printed Labels: 4-Nov-98 Notification 
Manufacturing Use Bulk Label 

Dear Mr. Tompkins: 

MONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, O.C. 20005 
TEL: (202) 783-2460 
FAX: (202) 783-2468 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
• • •••••• • 

• 
• • •••••• • 
••• • • • •••• 

• 
••• • • • •••• 
• •• • • • •••• 

On -I-Nov-1998, Monsanto notified EPA that we would use a new brand name "MON 78087 Herbicide'· 
for the purp0!>e of bulk shipments of manufacturing-use product intended for export. Enclosed for your 
liles arc live (5) final printed labels based on the new name. The label is identified by Print Plate No. 
21167W 1-53/M and dated 1999. 

The printed label differs from the draft label submitted on 4-Nov-98 because we have omitted the 
"Agricultural Use Requirement~" and "Non-Agricultural Use Requirements'' boxes that were included 
incorrectly in the draft submission. Since this is a manufacturing-use product which does not have 
Direi.:tions for Use describing appl ication to plants, it is outside the scope of Worker Protection Standard, 
and these boxes arc not needed. All other text remains unchanged and is consistent with that approved on 
the brand names Shackle C or Exchange which are also used on this registration number. The incoJTect 
draft label tex t was never used in commerce. 

Ir you have any questions on this mauer please feel free to contact me through Dr. Russell P. Schneider or 
directly at 3 14-694-1582 or by fax at 314-694-4028. 

cc: R. P. Schneider 
D. Fee-White 

s;nce,ely, ~ 

Atf~ 
Manager, Registrations 
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Pl••••re•d ··o,.. ,.,. -• ,..,,._ . ,,.,... i:,.rm £ nMA "'" --,,- ---- &nnrftu..l exoires 05-31 -9~ 

United States ~ Registration 
OPP ldentif .. r Number 

&EPA Environmental Protection Agency Amendment 250889 
Wethington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Propo•ed Claeaifioation 

524-339 Mr. James Tompkins 
l25INone D Reatrioted 4. Company/Product (Name) PMI 

25 MON 78087 Herbicide 
S. Name and AddrHa of Applicant (lnclud• ZIP Cod11J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (b)(i), my product is similar or identical In composition and labeling 
600 13th Street, N. W., Suite 660 to: 

Washington, DC 20005 EPA Reg. No. • Checlc if tl,i$ is • new addrUll Product Name 

Amendment• Explain below. ~ Finel printed label• in re1pon111 to tlLtb-s NoJ,ft~-/PK Agency letter dated 
Resubmission in response to Agency letter dated • "Ma Too~ Application. 

• Notification • Explain below. • Other • Explain below. 

Explanation: U111 additionel page(al if necessary. (For section I and Section II.) 

.. 
. 

Section - Ill • 
1. Met.aria! Thi. Product WIii Be Packegad 111: 

Child-Raaistent Packaging Unit Packeglng Water Soluble Packaging 2. Type of Container 

By .. • BY•• E] Yea ~~~ Plaatio 
No No No Glau 

• Csrtificatlon must If "Yes" No. per If "Yea" No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

b8 &ubmitt9d 
I 

3. Location of Nat Contents Information 4. Size(,) Retail Container 5. Location of Labtl Direction, 

• D Container 
a On Label 

Label On Lab.Ung accompenying product 

8. Manner in Which Label la Affixed to Product - Uthogreph • Other 
- Peper ~ued 

Stanci ed 

Section - IV 
1. Contact Point (Comp/11t• if#H1)$ dir.ctly b11/ow for identiflc•tion of Individual to b• contact~. if necnsllr(, to proNU thi6 epplic•lI<¥.J. • 

Name 
Russell Schneider 

Title Agricultural Regulation Telephone No. uncfJcA•Area Code) 
Dr . P. Director (202) 783-~-~=. • 

Certification ••••• :e. Data Apf>lioation r • • • Rectit:~ :. 1, I certify that the 1tetemenll I have made on thl1 form and ail ettaclvnants thereto ere tNe, ~curate end complete. 
I acknowledge thlit any knowingly falH or mlaieadlng 1tatement may be punishable by flne or imprisonment or • •: • • : (Sta~pedl 
both under appjicable law. ~ •• - • • • 2.SlgM~//4;r • • • lo •••• 

3. Title ••••• . 
Manager , Registrations . •• • • • ••• • 

'4. Typed Nama / / 5. Date • •• • • • Stephen J. Wratten, Ph.D. January 14, 1999 •••• 

EPA fo,m 8570-1 {Rev. e-94) Pre-.itou, editlona ere obaolate. ve1ow-App1can1Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is estimated to average 0.86 hour per 
response, including time for reviewing instructions. seerching existing data sources, gathering and maintaining the data needed, and completing end 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, Including 
suggestions for reducing this burden. to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form Is to be usod for ell applications for now registration, and use reregistration, amendment, resubmission, to applications 
for notifications, final printed labeling, reregistration, ate. In order to process an application for e new registration submittod on this form, the 
following malarial must aocompany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 162.81 (bl (4)); 
2. Confidential Statement of Formula (EPA Form 8570-4); 
3 . Formulator's Exemption Statement (EPA Form 8570-27); 
4 . Ave copies of draft labeling; 
5. Three copies of any data submittod; 
6 . Authorization letter where applicable; 
7. Matrices where applicable. 

SubmlHlon of Labe~ng · Labeling should first ba submitted In the form of draft labels with all applications for new registration. Such draft lebala may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, It should be 
constructed in a way as to 1acilitate storage in en 8.5 x 11 inch file. Mockup labels significantly smeller then 8.5 x 11 inches should be mountod on 
x 11 inch paper for submiSBion. 
SubmiHlon of Data - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed In Block A, for which you are submitting this application. For applications submitted In connection with Naw Registration actions, Sections 
I, Ill, and IV must be oomplatad by the applicant. For applications submitted in connection with amended raregist.ration actions, resubmissions, 
notifications, raraglstretions, etc., Sections I, II, end IV must be completed by the appficant. 
Block A - Check the appropriate action for which you ere submitting this form. 

SECTION I - This section must be completed, es applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one has been assigned by EPA. This number may have been assigned to you as a 
basic registrant, a distributor, .or as an establishment. Ir your product is regis tered, insert the Product Number. 

2. EPA Product Manager• If known, fill in the name and PM number of the EPA Product Manager. 
3 . Prop01111d Cl11sslflc11lion • Specify the proposed classification of this product. 
4 . Product Name - Enter the complete product name of this pesticide as it will appear on tha label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the same company. Do not include any brand name or company line designations. 
5 . Name and AddreH of Applicant • The name of the firm or person ctnd addrass ahown in your application is tha parson or firm to whom the 

registration will be Issued. If you are acting In behalf of another party, you must submit authorization from that party to act for them In ragistreti 
matters. An applicant not residing in the United States must have an authorized agent residing In the United States to act for them In all 
registration matters. Tha name and complete mailing address of such an agent must accompany this application. 

6. Expedited Review - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendments to existing registrations, 
that era similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product.11ama of tha product you believe Is similar to or identical to 
your product. The product must be similar or identical In both formulation and labeled u111s. 

SECTION II - Thia aaction must be completed for all applicatlona aubmittod to amend the registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifioatlona to the Agency, for the submlHion of final printod labeling, for 
reregistration and for any other action that pertain, to a speciflo EPA-registered product. Thia 110tlon is !!21 !2 be usod for a new applicatlon for 
registration. 
1. Subject of aubmlHion • Check tha applicable block and provide the Agency latter data if appropriate. Provide a brief explanation of the purposa(s) 

for the submission, such as •the addition of a site, pest or crop (specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submiss~°'1•:0~eneral label revision of usa directions.• Attach a seperate page if oddltlonal apace i1 needed . 

•••• 
SECTION Ill (Paciaging and Container Information) - This Section must be completed for all applications submitted in connection with new. 
ragi1tration 6f•1¢>~ft~bl11 amendments. 
1. Type of Pactaglng • Cht~ lh,.eppropriata block If your product will be packaged in the indicated packaging types. 

Indicate thf siza.of the Ql<fMd$ packets and number per retail container. 
2. Type of Aec.t•• .,,taln•~ • ~Leite type of container in which product will be marketed. 
3 . Location of Nat ~ontan• - l•dicata the location of the net contents information for your product. 
4. Slze(a) ot." lt, n ~ontaln•; ~ Specify tho net contents of all retail containers for your product. 
5. Location of tJII Dlrectlqp\~2Mtcata the location of tha use directions for your product. 
6. Manner In 'Which label la lfti11cf to product - Indicated the method product label Is attached to retail container . 

•• • 
SECTION 1\4 fOoh~act Point) - Thia Section muat be completed for all appllcatlona for Ragletretion actions, I.a., new producttl ragl•tration, 
resubmission• •191:-t~o. • reregistration, ate . 

• • •• 1-5 . Salf-axplenatory. 
6. EPA Usa Only. 
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Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 
---·-- ---

Hazards to Humans and Domestic Animals 
--·---

Keep out of reach of children. 

DANGER! PELIGRO! 
Si usted no entIende la etiqueta, busque a alguien para que se la exphque a 
usted en detalle. (II you do not understand the label. find someone to explain 
it to you in detail.) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED. 

MAY CAUSE SKIN IRRITATION. 

Do not get in eyes. on skin or on clothing. Avoid breathing vapor or spray 
mist. 

FIRST AID: IF IN EYES, immediately flush with plenty al water for at least 15 
minutes Get medical attention. IF ON SKIN, 1mmed1ately flush with plenty of 
water. IF SWALLOWED, this product will cause gastrointeshnal tract irritation. 
Immediately dilute by swallowing water or milk. Get medical attention NOTE 
TO PHYSICIAN: Probable mucosa! damage may contraindicate the use of 
gastric lavage. IF INHALED. remove individual to lresh au Get medical atten­
tion ii breathing dlfftculty develops. 

Personal Protective Equipment (PPE) 
Applicators and other handlers must wear: long-sleeved shirt and long 
pants, waterproof gloves, shoes plus socks and protective eyewear Discard 
clothing and other absorbent materials that have been drenched or heavliy 
contammaled with tli,s 11roduc~ i.>6JQl?ntrate Do not reuse them. Follow 
manufacturer's instr• s lo~i;eanin!lmamtaining PPE. II no such instruc· 
lions for washables, ?Se~et: rge:it aflll :ot water, Keep and wash PPE sepa-
rately lrom other laun~ . • • ., •. 

When handlers use closed systems. enclosed cabs, or aircraft In a manner 
that mee'-'-1he f6Qllirementi;4istaa.ia the ~ r Pr11tect1on Standard (WPS) 

, . . . . . . 
• • • • • • • • . ~. . . ... 

e ft 6 1 

LOT NO. 

• • • • • • • • • . . 

PACKER 

lor agricultural pesticides 140 CFR 170.240 (d)(4·6)1. the handler PPE 
requirements may be reduced or modified as specilied ,n the WPS 

User Safety Recommendalions 
Users should: 
• Wash hands belore eating, drinking, chewing gum. using tobacco. or 

using the toilet. 
• Remove clothing immediately if pesticide gets inside. Then wash thOr­

oughly and put on clean clothing 

In case of an emergency involving this product. 
Call Collect, day or nicht. (314) 694-4000. 

Environmental Hazards 
Do not apply direc~y to water. or to areas where surface water Is present or 
to intertidal areas below the mean high water marl<. Do not contaminate water 
when disoosino of equipment washwaters. 

Physical or Chemical Hazards 
Spray solutions of this product should be mixed, stored and applied using 
only stainless steel, aluminum, llberglass, plastic or plastic-lined steel con­
tainers. 

00 NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAIN· 
LESS STEEL) CONTAINERS OR SPRAY TANKS. This product or spray solu­
tions of this product react with such containers and tanks to product hydro­
gen gas which may lorm a highly combustible gas mixture. This gas mixture 
could flash or explode. causing serious personal injury. II ignited by open 
flame, spark. welder's torch. lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It Is a violation ol Federal law to use this product m any manner inconsistent 

with its labeling. For any requirements specilic to vour State or Tnbe. consult 
the agency responsible lor pesticide regulations 

- ----- - ---

Storage and Disposal 
Do not contaminate water, foodstulls. feed or seed by storage or disposal. 
DISPOSAL: Wastes resulting lrom the use ol th1s product that cannot be used 
or chemically reprocessed should be disposed ol in a landllll approved for 
pesticide disposal or in accordance with applicable Federal. state or local pro­
cedures. 
Emptied container retains vapor and product residue. Observe all labeled 
saleguards until container Is cleaned, reconditioned or destroyed 
Triple nnse emptied bulk container. Then oiler lor recycling or recond1tiomng, 
or dispose of in a manner approved by state and local authorttIes. 

FOR REPACKAGING INTO HERBICIDES ONLY. 
ACTIVE INGREDIENT: 
• Glyphosate, N-(phosphonomethyl)glycine, 
in the form of its 1sopropylamine salt . . . . . . . . . • . . . . . • . 41 0% 

INERT INGREDIENTS: . . . . . . . . . . . . . . . . . . . . . . . . . . . .. -~ 
100.0% 

• Contains 480 grams per litre or 4 pounds per U.S. gallon of the active ingre­
dient glyphosate. in the form of its isopropylamine salt. Equivalent to 356 
grams per litre or 3 pounds per U.S. gallon of the acid. glyphosate. 

This product Is protected by U.S. Patent No. 4,405.531. Other patents pend· 
ing No license granted under any non·U.S. patents. 

EPA Reg. No. 524-339 

NET GAL. 
EPA Est. 524-IA· 1 © 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1/53M 
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Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Anima ls 

Keep out of reach of children. 

DANGER! PELIGRO! 
Si usted no entiende la etIqueta. busque a aJgu1en para que se la exphque a 
usted en detalle. (II you do not understand the label. find someone to explain 
it to you m detail.) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED. 

MAY CAUSE SKIN IRRITATION. 

Do not get in eyes. on skin or on clothing. Avoid breathing vapor or spray 
mist. 

FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 15 
minutes. Get medical anention. IF ON SKIN, immediately llush with plenty of 
water. IF SWALLOWED, this product will cause gastrointestinal tract 1rntation 
Immediately dilute by swallowing water or milk. Get medical attention. NOTE 
TO PHYSICIAN: Probable mucosal damage may contraindicate the use of 
gastric lavage. IF INHALED. remove Individual to fresh air. Get medical anen· 
tton ii breathing difficulty develops. 

Personal Prolec1ive Equipment (PPE) 
Applicators and other handlers must wear: long-sleeved shin and long 
pants, waterproof gloves. shoes plus socks and protective eyewear Discard 
clothing and other absorbent materials that have been drenched or heavify 
contaminated with this product'~ CQncentrj te .• QA. not reuse them. Follow 
manufacturer's instructions for cl!aoirtg/malfttaimnt PPE. If no such instruc­
tions for washables. use detergeil aid t¥>T :.ater. ~ ep and wash PPE sepa-
rately from other laundry. • • • • • : • • : 

When handlers use closed systems. enclosed cabs, or aircraft in a manner 
that meets the reauir.e111ents..listed in ttiP.W<lileJ Protei:11.011 Sta11dard (WPS) 

• • • • "i" .. .. .. . ... . . . . . . . . . . . . . ... . . . . 
LOT NO. 

. . . .... 
PACKER 

for agricultural pesticides 140 CFR 170.240 (d)(4·6)], the handler PPE 
requirements may be reduced or modified as specified in the WPS 

User Safety Recommendations 
Users should: 

• Wash hands before eating, drinking, chewing gum. usmg tobacco. or 
using the toilet 

• Remove clothing immediately 1f pesticide gets inside. Then wash thor­
oughly and put on clean clothing 

In case of an emergency involving this produci. 
Call Collect, day or night, (314) 694-4000. 

Environmental Hazards 
Do not apply directly to water. or to areas where surlace water is present or 
to intertidal areas below the mean high water mark Do not contaminate water 
when disposing of equipment washwaters. 

Physical or Chemical Hazards 
Spray solutions of this product should be mixed, stored and applied using 
only stainless steel. aluminum, fiberglass, plastic or plastic-lined steel con­
tainers. 

DO NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAIN· 
LESS STEEL) CONTAINERS OR SPRAY TANKS. This product or spray solu· 
tions of this product react with such containers and tanks to product hydro­
gen gas which may form a highly combustible gas mixture. This gas mixture 
could flash or explode. causing serious personal injury. If Ignited by open 
flame, spark, welder's torch. lighted cigarene or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product m any manner inconsistent 

with its labeling For any reQuirements specific to your State or Tnbe. consul! 
the agency responsible for pesticide regulations. 

Storage and Disposal 
Do not contaminate water. foodstuffs. teed or seed by storage or disposal 
DISPOSAL. Wastes resulling from the use of this product that cannot be used 
or chem1calfy reprocessed should be disposed al in a landfill approved for 
pesticide disposal or in accordance with applicable Federal. state or local pro· 
cedures 
Emptied container retains vapor and product residue. Observe all labeled 
saleguards until container Is cleaned, reconditioned or destroyed. 
Triple nnse emptied bulk container. Then offer for recycling or reconditioning, 
or dispose of in a manner approved by state and local authorities 

FOR REPACKAGING INTO HERBICIDES ONLY. 
ACTIVE INGREDIENT: 
• Glyphosate, N-(phosphonomethyl)glycine. 
In the lorm of Its isopropylamine salt . . . . . . . . . . . • • . . . . . . . 41.0% 

INERT INGREDIENTS: . , .... . . , ..... . , ..... , ... , . . -~ 
100.0% 

• Contains 480 grams per litre or 4 pounds per U.S. gallon of the active ingre· 
d1ent glyphosate, in the form of its isopropylamine salt. Equivalent to 356 
grams per litre or 3 pounds per U.S. gallon of the acid, gfyphosate. 
This product is protected by U.S. Patent No. 4,405,531. Other patents pend• 
mg. No license granted under any non-U.S. patents. 

EPA Reg. No. 524-339 

NET GAL. 
EPA Est. 524-IA· 1 © 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1 /53M 
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Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! PELIGRO! 
SI usted no entiende la etiqueta. busque a algu1en para que se la exphque a 
usted en detalle. (II you do not understand the label, find someone to explain 
it to you in detail) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED. 

MAY CAUSE SKIN IRRITATION. 

Do not get in eyes. on skin or on clothing. Avoid breathing vapor or spray 
mist. 

FIRST AID: IF IN EYES, immediately flush With plenty of water for at least 15 
minutes. Get medical attention. IF ON SKIN, immediately flush with plenty of 
water. IF SWALLOWED, this product will cause gastrointestinal tracl irritation 
Immediately dilute by swallowing water or milk. Get medical attention NOTE 
TO PHYSICIAN: Probable mucosal damage may contraindicate the use of 
gastric lavage. IF INHALED. remove ind1v1dual to fresh air. Get medical atten­
tion ii brealhing d1H1culty develops. 

Personal Protective Equipment {PPE) 
Applicators and other handlers must wear: long-sleeved shirt and long 
pants, waterproof gloves. shoes plus socks and protective eyewear Discard 
clothing and other absorbent materials that have been drenched or heavily 
contaminated with this product'~ cqiicentril/e. ~JlOt reuse them Follow 
manufacturer's instructions for cfl!8ni!lg/ma1~ inin!tPPE. If no such instruc­
tions for washables, use deterge~ ;,;i ~t v-ater..i<.ilep and wash PPE sepa-
rately from other laundry. • • • • 1 : • • ~ 

When handlers use closed systems, enclosed cabs, or aircraft In a manner 
that meets the reautrt lllents.Ji.:.ted In t~,WQW'-Prote~ 111r.. Staf!llard (WPS) 

• • • • •• •• •• • . . . . . . . ., . 
• • • • • ••• . . . . 

LOT NO. 

• • • • • • • • • . . 

PACKER 

for agricultural pesllc1des [40 CFR 170.240 (d){4-6)), the handler PPE 
requirements may be reduced or modified as specified in the WPS 

User Safety Recommendations 
Users should: 
• Wash hands before eating, drinking, chewing gum. using tobacco. or 

using the toilet 
• Remove clothing immediately 11 pesticide gets inside Then wash lhor­

ouohlv and put on clean clothing. 

In case ol an emergency involving this product. 
Call Collect. day or night. (314) 694-4000. 

Environmental Hazards 
Do not apply directly to water, or to areas where surface water is present or 
to mterlldal areas below the mean high water mark. Do not contaminate water 
when disposing of equipment washwaters. 

Physical or Chemical Hazards 
Spray soluhons of this product should be mixed, stored and applied using 
only stainless steel. aluminum. fiberglass. plastic or plastic-lined steel con­
tainers. 

DO NOT MIX. STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAIN­
LESS STEEL) CONTAINERS OR SPRAY TANKS. This product or spray solu­
tions of this product react with such containers and tanks to product hydro­
gen gas which may form a highly combustlble gas mixture. This gas mixture 
could flash or explode, causing serious personal lnrury. If ignited by open 
flame, spark, welder's torch. lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It Is a violation of Federal law to use this product in any manner inconsistent 

with its labeling For any requirements specific to your State or Tribe. consult 
the agency responsible for pesticide regulations. 

Storage and Disposal 
Do not contaminate water, loodstuffs. feed or seed by storage or disposal. 
DISPOSAL Wastes resulting from the use of this product that cannot be used 
or chemically reprocessed should be disposed of in a landfill approved tor 
pesticide disposal or in accordance with applicable Federal. state or local pro­
cedures. 
Emptied container retains vapor and product residue Observe all labeled 
safeguards unlil container is cleaned, reconditioned or destroyed. 

Triple nnse emptied bulk container. Then offer for recycling or reconditioning, 
or dispose of in a manner approved by state and focal authorities. 

FOR REPACKAGING INTO HERBICIDES ONLY. 
- - -

ACTIVE INGREDIENT: 
• Glyphosate, N-(phosphonomethyl)glycine. 
m the form of its lsopropylamine salt . . ..... . 

INERT INGREDIENTS: . . . . . . . . . . . . .. 
. .. 41.0% 
-~ 
t00.0% 

• Contains 480 grams per litre or 4 pounds per U.S. gallon of the active ingre­
dient glyphosate. in the form of its isopropylamine salt. Equivalent to 356 
grams per litre or 3 pounds per U.S. gallon of the acid, glyphosate. 

This product Is protected by U.S. Patent No. 4.405,531. Other patents pend· 
mg. No license granted under any non-U.S patents. 

EPA Reg. No. 524-339 

NET GAL 
EPA Est. 524-IA-1 © 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1 -1/53M 
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Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Ha2ards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! PELIGRO! 
Si usted no entiende la etiqueta, busque a alguien para que se la exphque a 
usted en detalle. (II you do not understand the label, find someone to explain 
it to you in detail.) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED. 

MAY CAUSE SKIN IRRITATION 

Do not get in eyes, on skin or on clothing Avoid breathing vapor or spray 
mist. 

FIRST AJO: IF IN EYES, immediately flush with plenty of water lor at least 15 
minutes. Get medical attention. IF ON SKIN, immediately flush with plenty of 
water. IF SWALLOWED, this product will cause gastrointesunal tract irritation 
Immediately dilute by swallowing water or milk. Get medical attention. NOTE 
TO PHYSICIAN: Probable mucosal damage may contraindicate the use of 
gastric lavage. IF INHALED, remove individual to fresh air. Get medical atten­
Uon if breathing difficulty develops. 

Personal Protective Equipment (PPE) 
Applicators and olher handlers must wear: long-sleeved shirt and long 
pants, waterproof gloves. shoes plus socks and protective eyewear Discard 
clothing and other absorbent materials that have been drenched or heavily 
contaminated with this product's "on~entrat~ D~~ t reuse them Follow 
manufacturer's instructions for cle'"'in,'mamttming fil'E. If no such instruc­
tions for washables. use detergent fn•t0io~wa%er. ~ and wash PPE sepa-
rately from other laundry. • • • • • : •• : 

• • • • . .. .. .. . . . . . . . • . • . . . . . . . . . . . • .. .. • . . . . . . . 
LOT NO. PACKER 

for agricultural pesticides (40 CFR 170.240 (d)(4-6)1, the hannlAr PPF 
requirements may be reduced or modified as specified in the WPS 

User Safety Recommendations 
Users should. 

• Wash hands before eating, drinking, chewing gum, using tobacco. or 
using the tmlet. 

• Remove clothing immediately II pesticide gets inside. Then wash thor­
ouohlv and out on clean clothina 

In case o1 an emergency involving this product 
Call Collect, day or maht, (314) 694-4000 

Environmental Hazards 
Do not apply dtrec~y to water. or to areas where surface water Is present or 
10 intertidal areas below the mean high water mark. Do not contaminate water 
when disposing of equipment washwaters. 

Physical or Chemical Hazards 
Spray soluuons of this product should be mixed, stored and applied using 
only stainless steel, aluminum. fiberglass. plastic or plastic-lined steel con­
lainers. 

DO NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAIN· 
LESS STEEL) CONTAINERS OR SPRAY TANKS. This product or spray solu· 
tions of this product react with such containers and tanks to product hydro­
gen gas which may form a highly combustible gas mix1ure. This gas mixture 
could !lash or explode, causing serious personal injury. If ignited by open 
!lame, spark. welder's torch. lighted cIgaret1e or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner inconsistent 

with its labeling. For any requtrements specific to your State or Tribe, consult 
the agency responsible for pesuc1de regulations. 

Storage and Disposal 
Do not contaminate water, foodstuffs, leed or seed by storage or disposal 

DISPOSAL: Wastes resulting from the use of this product that cannot be used 
or chemically reprocessed should be disposed of in a landfill approved for 
pesticide disposal or in accordance with applicable Federal, state or local pro­
cedures. 

Emptied contamer retains vapor and product residue. Observe all labeled 
safeguards until container is cleaned, reconditioned or destroyed 

Triple nnse emptied bulk container. Then offer for recycling or reconditioning, 
or dispose of m a manner approved by state and local authorities. 

FOR REPACKAGING INTO HERBICIDES ONLY. 
ACTIVE INGREDIENT: 
• Glyphosate, N-(phosphonomethyl)glycine, 
In the form of its isopropylamine salt . . . ......... . . 41.0% 

. .....5.9..2%. INERT INGREDIENTS: . . . . . . . . . . . . . . . . 
100.0% 

• Contains 480 grams per litre or 4 pounds per U.S. gallon of the active ingre­
dient glyphosate, in the form of its isopropylamine salt. Equivalent to 356 
grams per litre or 3 pounds per U.S. gallon of the acid. glyphosate. 

This product Is protected by U.S. Patent No. 4,405,531. Other patents pend­
ing. No license granted under any non-U.S. patents. 

EPA Reg. No. 524-339 

NET GAL 
EPA Est. 524-IA-1 © 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1/53M 
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Mon 78087 

Herbicide by Monsanto 

Water soluble herbicide for nonselective control of many annual and perennial weeds. 
Avoid contact with foliage, green stems, or fruit of crops, desirable plants and trees, since severe injury or destruction may result. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! PELIGRO! 
Si usted no entiende la etiQueta, busQue a algu1en para que se la expliQue a 
usted en detalle. (If you do not understand the label. lmd someone to explain 
it to you m detail.) 

CAUSES IRREVERSIBLE EYE DAMAGE. 

HARMFUL IF SWALLOWED OR INHALED 

MAY CAUSE SKIN IRRITATION 

Do not get m eyes. on skin or on clothing Avoid breathing vapor or spray 
mist. 

FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 15 
minutes. Get medical attention. IF ON SKIN, immediately flush with plenty of 
water. IF SWALLOWED, this product will cause gastrointestinal tract Imtation. 
Immediately dilute by swallowing water or milk Get medical attenuon. NOTE 
TO PHYSICIAN: Probable mucosa! damage may contraindicate tne use of 
gastric lavage. IF INHALED. remove individual to lresh air. Get medical atten-
11on ii breathing difficulty develops. 

Personal Prolectlve Equipment (PPE) 
Applicators and other handlers must wear: long-sleeved shirt and long 
pants, waterproof gloves. shoes plus socks and protective eyewear Discard 
clothing and other absorbent materials that have been drenched or heavily 
contaminated with this product's ; orii:entrat: Q~ got reuse them. Follow 
manufacturer's instructions for cle,nir!j/maintoining ~ PE. If no such instruc­
tions for washables, use detergent!ll\4 hQI wlter ~ P and wash PPE sepa-
rately from other laundry. • • • • • : • • : 

. . • • • • • .. .. •• . • • • • . • • . • . . • • . • . . . • • • •• .. . • . . . • • 

LOT NO. PACKER 

for agricultural pestIcIdes (40 CFR 170.240 (d)(4•6)]. the handler PPE 
requirements may be reduced or modified as specllied 10 the WPS 

User Safety Recommendations 
Users should: 
• Wash hands before eaung, drinking, chewing gum. usmg tobacco. or 

usmg the tmlet. 
• Remove clothing Immediately If pesticide gets inside. Then wash thor· 

ouohly and put on clean clothino 

In case of an emergency involving this product. 
Call Collect. dav or night. {314) 694-4000. 

Environmental Hazards 
Do not apply directly to water. or to areas where sur1ace water Is present or 
to intertidal areas below the mean high water mark Do not contaminate water 
when disposing of equipment washwaters. 

Physical or Chemical Hazards 
Spray soluuons of this product should be mixed, stored and applied using 
only stainless steel. aluminum, fiberglass, plastic or plastic-lined steel con­
tainers. 

DO NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT STAIN­
LESS STEEL) CONTAINERS OR SPRAY TANKS. This product or spray solu­
tions of this product react with such containers and tanks to product hydro­
gen gas which may form a highly combus~ble gas mixture. This gas mixture 
could flash or explode. causing serious personal Injury. II ignited by open 
!lame. spark, welder's torch. lighted cigarette or other lgmtion source. 

DIRECTIONS FOR USE 
It 1s a Violation of Federal law to use this product in any manner inconsistent 

with its labeling For any requirements specific to your State or Tribe, consult 
the agency responsible for pesticide regulauons. 

Storage and Disposal 
Do not contaminate water. toodstuffs. feed or seed by storage or disposal. 
DISPOSAL: Wastes resulting from the use of this product that cannot be used 
or chemically reprocessed should be disposed of in a landfill approved for 
pesticide disposal or in accordance with applicable Federal. state or local pro­
cedures. 
Emptied container retains vapor and product residue. Observe all labeled 
safeguards until container is cleaned, reconditioned or destroyed 
Triple nnse emptied bulk container. Then offer tor recycling or recondit1omng, 
or dispose of In a manner approved by state and local authon!.les. 

FOR REPACKAGING INTO HERBICIDES ONLY. 
ACTIVE INGREDIENT-
• Glyphosate. N-(phosphonomethyl)glycine, 
in the form of its isopropylamme salt . . . . . . . . . . . . . . . . . . . 41.0% 

INERT INGREDIENTS· . . . . . . . . . . . . . . . . . . . . . . . . . -~ 
100.0% 

• Contains 480 grams per litre or 4 pounds per U.S. gallon of the active ingre­
dient glyphosate, in the form of its isopropylamine salt. Equivalent to 356 
grams per hire or 3 pounds per U.S. gallon of the acid, glyphosate. 

This product Is protected by U.S. Patent No. 4,405,531. Other patents pend­
mg No license granted under any non-U.S. patents. 

EPA Reg. No. 524-339 

NET GAL. 
EPA Est. 524-IA-1 © 1999 MONSANTO COMPANY, ST. LOUIS, MISSOURI 63167, U.S.A. 21167W1-1/53M 
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' , 

NOV -4 E98 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON. D.C. 20460 

Mr. Stephen W. Wratten 
Monsanto Company 
600 1311, Street, N.W. Suite 660 
Washington, DC 20005 

Dear Mr. Wratten: 

Subject: MON 78087 Herbicide (Alternate Fonnulation) 
EPA Registration No. 524-339 
Your Application Dated October 26, 1998 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The scientific review and evaluation of the alternate fonnulation submitted above have 
been completed. The requested alternate fonnulation is acceptable and our records have been 
modified accordingly. 

Sincerely, 

v~ fc. c,.. .L~-, r... 
James A. Tompkins a~~ 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 

RMiycl~tcyclabl• • Printed wah V.getable OIi Based Inks on 100% Recycled Paper (40"-4 Postc:onsumer) 
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, llunn11d o,.. on --• ,_,,.,. com-- ,._,_ Fonn Annrny...t nMR N" ,, & evnlr•• n"-'.11.98 

• United Stetet ~ Registration OPP Identifier Numb•r 

&EPA Environmental Protection Agency Amendment 250857 Washington, DC 20460 Other 
I ' 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Propoaad ClaHlfication 

524-339 Mr. James Tompkins 
E)None • Rettricted 4. Company/Product (Name) PMI 

MON 78087 Herbicide 25 
5. Name and Addraa• of Applicant (Include ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) Monsanto Company (b)(i), my product is similar or identical in composition and labeling 

600 13th Street, N. W. , Suite 660 to: 
Washington, DC 20005 EPA Reg. No. - ' • Ch11ck if this is • nsw sddrsss Product Name 

Section - II 

Amendment - Explain below. • Final printed label• In raaponn to 
Aganoy latter dated -

Raaubmission in response to Agenoy letter dated • •Me Too~ Application. 

• Notification • Explain below. • Other• Explain below. 
- • 

Explanation: Use additional page(s) if necessary. (For section I end Section II.) 

Alternate CSF for MON 78087 Herbicide 

Section - Ill 
-

- -
. Material Thi. Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container Bv .. · Bv .. B Ve• §~~ Plaatic 
No No No Gies• 

• Csrtif",cation must If "Vet" No. par If "Yet" No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Nat Content• Information 4. Size(s) Retail Container 6. Location of Label Direction• ' 

• D Container 
E3 On Label 

Label l On LabeHng eocompenying product -" 
6. Manner in Which Lebel la Affixed to Product - Uthogreph • Other - Peper feluad 

Stenci ad • • I• 

Section - IV • 

1. Contact Point (Compl•t• it•ms dhctly hlow for ldtmtificstion of individual to be contect•d, if nec•snrv1 to proceu tht. ./,,alil;#~n.J 

Nome Title Agricultural Regulation : ' -r--i'.t>hone No. l!nclude Area Code) 
Dr. Russell P. Schneider Director • • {~~2) ml-N60 . ' • •• . -

Certification •• 1· (llllll Applicetion 

I certify that the statement• I have made on this form and all attachments thereto ere tnle, accurate end &&i~tlt,t. eti-fvad 1,. 

I acknowledg• that any knowingly tal .. or misleading ataternant may be punithllbl• by fine or ~rieonmtlh1 'b1 • • tstamped) 
both under 991?licable law. ✓ • •• • • • 

2.Sl~N~~ 

r· •••• 
3. Tltie •• • 

Manager, • • • Registrations •• • 
r-

4. Typ°id Name / 
~ 6. Date 

Stephen J. Wratten, Ph.D . October 26, 1998 

EPA Form 8670-1 (Rev. 8-941 Prellioua edition• are obaolete. While· EPA Fie Copy ~) Yellow • Applcent Copy 
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PAPERWORK.REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public raponing burden for this collection of information is estimated to average 0.115 hour per 
response, including time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Branch, 12136), U.S. Environmental Protection Agency, 401 M Streat, SW, 
Washington, DC 20460. 

INSTRUCTIONS: This form is to be used for all applioetions for new registration, and use reregistration, amendment, resubmiseion, to applications 
for notifications, final printed labeling, reregistration, etc. In order to process an application for a new registration submitted on this form, the 
following material must accompany the applicetion: 

1. Canification with Respect to Citation of Data (EPA Form 8570-29). (If not exempted by 40 CFR 152.81 (bl (4)1; 
2. Confidential Statement of Formula (EPA Form 857o-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4 . Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization latter where applicable; 
7. Matrices where applicable. 

i 
Submlulon of Labeling • Labeling should first be submitted in the form of draft labels with all applications for new registration. Such draft labels may be 
in the form of typed label text on 8.5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a way as to facilitate storage In en 8.5 x 11 inch file. Mockup labels significantly smeller then 8 .5 x 11 Inches should be mounted on 
x 11 inch paper for submission. 
Submission of Data • Date submitted in suppon of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed In Block A, for which you are submitting this application. For applications submitted In connection with New Registration actions, Sections 
I, Ill, end IV must be completed by the applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, raragistrations, ate., Sections I, II, end IV must be completed by the applicant. 
Block A • Check the appropriate action for which you are submitting this form. 

SECTION I · This section must be completed, as applicable, for all registration actions. 
1. Company/Product Number • lnsen your Company Number, if one has been assigned by EPA. Thi• number may have been assigned to you as e 

basic registrant, a distributor,~, es en establishment. If your product is registered, insen the Product Number. 
2. EPA Product Manager - If known, fill in the name and PM number of the EPA Product Manager. 
3. Proposed ClaHlfication • Specify the proposed classification of this product. 
4. Product Name - Enter the complete product name of this pesticide es it will appear on the label. The name must be specific to this product only. 

Duplication of names Is not permitted among products of the same company. Do not include any brand name or company line designations. 
5. Name end AddreH of Applicant - The name of the firm or parson end address shown in your application is the parson or firm to whom the 

registration will be issued. If you are acting In behalf of another party, you must submit authorization from that party to act for them in registration 
mattare. An applicant not residing in ths United States must have an authorized agent residing in the United States to act for them in ell 
registration matters. Tha name end complete mailing address of such an agent must accompany this application. 

6. Expedited R•vlaw - FIFRA section 3 (c) 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe 11 similar to or identical to 
your product. The product mu,t be •imiler or identical in both formulation and labeled uae•. 

SECTION II • Thi• eaotion must be completed for ell applications submitted to amend the registration only of• currently registered product 
(Amendment), for a resubmission In response to an Agency letter, for notifications to the Agency, for the submiHlon of final printed labeling, for 
reregistration end for any other action that panains to a specific EPA-registered product. This section Is !!2! 12 .!?! used for a new application for 
registration. • : • • •: 
1. Subject of eubmlHlorf • Check the applicable block and provide the Agency latter date if appropriate. Provide a brief explanation of the purposa(s) 

for the submis,iltl'h~ 9tich as "the addition of a site, past or crop (specify)"; "amend the Confidential Statement of Formula by ... "; "reregistration 
submission"; "geflt~l label revision of use directions.• Attach a separate page if additional space Is needed. 

• • ••••• 
SECTION Ill (Pec~agh~~ end C0ndlinaC Information) • This Section must be completed for all applications submitted In connection with new 
registration or appltq,e1>ftl tnand"la.N'-• • 
1. Type of Packagi~i - Cpeck thtl,N>t,ropriata block If your product will be packaged in the indicated packaging typee. 

Indicate the si~ .o! ~~" indivi~ulLQ\CJtats end n~mb~r per _retail contain~,. 
2. Type of Retell Co'!telner • lnd..::~9:in,e of container in which product will be marketed. 
3, Location of Net Contents • Indicate the location of the net contents information for your product. 
4. Size(s) of Retail t&Qtafier • Specify the net contents of all retail containere for your product. 
5. Location of Use ~ll'lalon• • Indicate the location of the use directions for your product. 
6. Manner In whic~tlNI j• affixed to product - Indicated the method product label is anached to retail container •• 

• •• 
SECTION IV (Contact Point) - This Section must be completed for 1111 application• for Registration actions, i.e., new products registretlort; 

resubmission, "ma-too." reregistration, ate. 

1-5. Self-explanatory. 
6. EPA Use Only. 

. , 
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MONSANTO 
Food· Health ·Hope .. 

W. 
MONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, D.C. 20005 
TEL: (202) 783-2460 

FAX: (202) 783-2468 

October 26, 1998 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (AMEND) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: 

Subject: 

Mr. James A. Tompkins (7505C) 
Team Leader (25) 

Alternate CSF for EPA Reg. No. 524-339 
MON 78087 Herbicide 

Dear Mr. Tompkins: 

Shackle C Herbicide and Exchange Herbicide are manufacturing-use products which are registered as 
source materials in the preparation of other more dilute glyphosate herbicide products. They consist of 
41 % glyphosate in the fom1 of its isopropylamine salt, combined with surfactant. Compositionally, these 
two herbicides are identical to the group of brand names registered under 524-308. 

The present basic CSF for EPA Reg. No. 524-339 was approved on 27-Jul-1995 (copy enclosed). It is the 
only CSF presently approved for this registration. At this time, M onsanto submits for Agency review and 
approval two signed original copies of an alternate CSF for EPA Reg. No. 524-339. This alternate CSF 
describes a composition with the same content of glyphosate, but slighUy less surfactant than the basic 
CSF. The purpose of this alternate is to produce a differentiated product for export. 

The proposed alternate CSF also includes the name "MON 78087 Herbicide" which Monsanto is 
requesting as an alternate brand name on this registration in a separate letter. 

• • 
If you have any questions on this matter please feel free to contact me through Dr. Russell P. Schneid¢4~ • • 
directly at 314-694-1582. •• • • 

cc: R. P. Schneider 
P. De Ryck 
J. Nesbit 

• • •••• 

AW~ ;): 
Stephen J. Wratten • • •• • • • • 
Manager, Registrations • • • 

• • • •••• 
••• • • • ••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, O.C. 20460 

NOV - 4 1998 

Mr. Stephen W. Wratten 
Monsanto Company 
600 13d, Street, N.W. Suite 660 
Washington, DC 20005 

Dear Mr. Wratten: 

Subject: Exchange Herbicide (Revise Directions for Use) 
EPA Registration No. 524-339 
Your Application Dated August 11 ., 1998 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The labeling submitted above is not acceptable. Based on consultation with Office of 
General Counsel (OGC) the statement "This product may be refonnulated or repackaged in 
accordance with an express written agreement with Monsanto Company and only into a herbicide 
for use in industrial turf and ornamental sites, ... ) is not acceptable. A copy ofOGC' s comments 
are enclosed for your use. 

If acceptance of other changes on this label are needed, submit five (5) copies of revised 
labeling deleting the unacceptable statement for our review and stamping . 

Sincerely, 

LI~ 1, .._ {( l<_I lb ,t,J 
James A. Tompkins 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 

Rtcyclttemecycl•ble • Pl1n1ed wfth Vegetable OIi Based Inks on 100% Recycled Paper (40% POS1consu1T111t) 
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rivileged attorney-client com
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unication*
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-

. Jim Tompkins ~ 
10/27/9810:43 AM ~ ~ 

~ *~A ~"7M1 # ~~,., ,;,:.o,m.:,~ ... ,~.~~·-+,. ;..w·,,.,._.,._·,-~'ffw'/~"\',.0 ,-.,._-!.,• • ...,;.YI"~"" 

To: Vickie Walters/DC/USEPA/US@EPA 
cc: 
Subject: Labeling Question -Reply 

----- Forwarded by Jim Tompkins/DC/USEPA/US on 10/27/98 11.47 AM------­rrr-<-~--•~w .. , . 
f'-t''":" < 

t>N . L. DYNER.MARK 
; 10/27/98 10:14 AM 

To: Tompkins.Jim 
cc: 
Subject: Labeling Question -Reply 

»> <Tompkins.Jim@epamail.epa.gov> 10/22/98, 03:12pm »> 
Monsanto has on a number of their technical labels " This product may 
be 
reformulated or repackaged only in accordance with an express written 
agreement with Monsanto Company, and only into hert:>icide for use in 
industrial, turf, and ornamental sites .............. . 

Don Stubbs has indicated that Monsanto must delete this statement 
from 
their labels because there is nothing in FIFRA that says that a 
registrant 
must have an expressed written agreement before they can reformulate 
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.,.. . 

a 
technical into end use product that is registered with the Agency. 
It 
would also appear to be using the Federal Government to assist 
Monsanto in 
prohibiting competitors from producing end use products. 

Monsanto indicates that they will fight having to take this statement 
off 
the label. 

Assuming our position is correct, HB would like to get a brief 
rational 
that we could put into a letter telling Monsanto to take this 
statement off 
the label that will be legally defensible when Monsanto objects. 
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f\ Pf•••• re•d 1,..,n,,.t/0,,. on ,...,...,.. befo,. comnlet/,-,. fo-. F,.,_ ,a.,,,,,,.vflld OMBNo --- --- . 
.. -1 •-' ••• 1-"R-95 - , , 

United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 261437 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1 • Company/Product Number 

524-339 
2. EPA Product Manager 3. Proposed Classification 

Mr. James Tomokins Q Nona D Restricted 
4. Company/Product (Name) PM# 

Exchange Herbicide 25 

5. Name end Address of Applicant (lncluds ZIP Cods/ 6. Expedited Reveiw. In accordance with FIFRA Section 3(cl(3) 
Monsanto Company (b)(i), my product is similar or identical in composition and labeling 
600 13th Street, N. W. , Suite 660 to: 

Washington, DC 20005 EPA Reg. No. 5,s~,1~~ 
• Check if this is a nsw sddrsss Product Name 

Section - II 

Amendment - Explain below. • Final printed labels in repsonse to 
Agency latter dated 

• Resubmission in response to Agency latter dated • "Me Too" Application. 

• Notification • Explain below. • Other - Explain below. 

Explanation: Use additional page(sl if necessary. (For section I and Section II.) 

Submission of update disposal statement and directions for use 
for Exchange Herbie i de 

Section - Ill 
1. Material Thi• Product WIil Be Packaged In: 

Child-Resistant Packaging Unit Packaging Watar Soluble Packaging 2. Type of Container 

B Yes B Yas B Yes §~·· Plastic 
No No No Glass 

• Certification must If "Yes" No. par If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Siza(sl Retell Container 5. Location of Label Directions 

• Label D Container El 
6. Manner in Which Lebel is Affixed to Product § Lithograph • Other 

Peper ~ued 
Stenci ed C 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to bs contactsd, if necssssry, to procBS-S this spplicatlon.J 

Nema 
Russell P. Schneider, Ph.D. 

Title Agricultural Regulation Telephone Nt~ffQd~e Area Code) 
• • • Director -~'2.n4 ) 783-Z,460 

Certification • ; 
s:Qttt~plicetion 

•••••• •Received I certify that the statements I have mede on this form end all attachments thereto are true, accurate end com,leta.. 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisoMlent ot • :t~tampedJ 
both under applicable law. ••••• • ••• • • , .. , .... "~f/2nk • 

3. Title • •• Manager, Registrations • • • •••• 
.... /t&</- •• • 

4. Typed Name / I • • • 5. Data •• • 
Stephen J . Wratten, Ph.D. August 11, 1998 

EPA Form 8670-1 IRev. 3-94) Previous editions are obsolete . White • EPA File Copy (original) YeHow - Applicant Copy 
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PAPERIIORK REDUCTION ACT IOTICE: Malle ,....-tf,w lurdln for tltfa collectiCll'I of inforatfan fa •tf•ted 
to weraee o.as how- per response, lnchdirw ti• for rwt..tna fnstna:tfaw, ~ire •fstire dlta tlOUl"CeS, eatfierfre and 
•intain\ng the data needed, and CG1Pl•tf ... and rwf•i,w tM collsttm of lnforatlan. Ssld c 1U repNlirw tlle burden 
•tf•t• or_,, other aspect of thfa collection of fnforwattcn. incllllftrw -tlans for recb:1111 this luden, to Chief, 
lnforatfon Policy lrench, PN·2Z3, U.S. fl'Nf~l Prohctfa, ~. "°1 N Street, SU, ....,_ln,tcin, DC 20460; and to the 
Office of lnforwatfon and Re911latory Affain, Office of ... a ll ... llll:IIH, u.hi,wtan, DC 20503. 

INSTRUCJJOMS: Thi• fona is to be used for all -.iplic:atf- for w ,..tstration, ll'd uae reregfstretion, wntleut, 
res4.tal .. ion, to 8A)lfcatfarw for notfflcatlaw, ff•l prlnhd lalelt,w. ,...1stratlon, etc. In ordef' to procesa.,. 
8A)l ication for • nev N!Sliatretion .._ltted an dtla fonl. U. follCllri,w •t•f•l -t ace IIIP""IY the eppl ication: 

1. Certiffcation with Respect to Cftatfan of Data <EN Jene 851D-29). [If not exaipted by 40 Cflt 152.81 (b) (4)1; 
2. confidentf•l Steteaent of Foraila (EPA fof9 IIS1'D-4); 
3. for11Jletor•• ~ion Stet..-: <EPA Fora 851D-ZT>;" 
4. Five copies of dreft label Ire; 
5. Three copies of wry date S&.taltted; 
6 . Authorization letter llhere -.iplfcabl•; 
7. Nat rices lliere eppl lcebl•. 

SIJ:alsafon of Label frw • Label trw should ft rat be .._tbd In die fOl1I of ... ft labels wfdl ell 8A)l ications for nev 
regiatretion. SUCh dreft labels ay be In the fora of typed lat tat an 8.5 • 11 Inch Pll)ef' or • ~ of the propoted 
label. If prepared as • -~. ft should be conatnctad In audl •-, • to facilitate atonee in an a.s x 11 inch file. 
Noc~ label• aignlfic:antly salter thin 8.5 x 11 incMS lllauld be~ en L5 ll 11 inch Pll)ef' for at.inion. 
Sllaiafcn of Data - O•t• amltted In IUJlPOrt of tltls -.iplfc:atf• aat be .._tted Ir. acc:o.Gll..e with Pit llotfce 86-5. 

SPECIFIC INSTRUCTIONS: Pleeae read the hwtnctl- llstat bel• ..,_. c:alll)letf,. diis 8A)lfc:ation. First 
deteraine the type of registration actfCll'I. l lated in Ila A. for •fdl pau _.. .._.tttrw dlis eppl ic:atfon. For 
8A)Ucations a\taitted in comec:tlon with .., le,fstntian actfaw. sectiaw 1. 111. 11111 IY -t be 0011Pleted by the 
-,:iplicant. For appl icatlona s\jaltted in ccnwction llitlll _... N!listntian acti .... ,._,_iuic.w. notifications, 
reN!9istratfons, etc., sec:tfarw I, II, 11111 IY -t be c:,aapteted br die wtiant. 
Ila A - Check the epprcprfete action for Mllidl ya, are .._.tt,,. tills fOl1I. 

SECTION I - This section -t be CG1Pleted, • -.ipllcm&e. for ell ,...fatratfon ectt .... 
1. c:aiis-./Pnllb:t....,. - Insert )'1111.r Ciallllalr ....... ff GM._ baln _,__. br EPA. 'lllia naier ay heve ~ aufgned 

to you a• buic registrant, a distributor. or•_.. atablf...._. If yigur- prcxb:t f• reiriatered, irwert the~ ....... 
2. EPA Pralb:t .....,._ - If knolll't, fill in the - 11111"' ....- of die EN ...-....:t Nlnlaer. 
3. PropaNd ClMaiflcatiCll'I - Specify the prq,osed ct-fffc:atfcn of tills procllct. 
4. Pralb:t ._ - Enter the CG1plete procl,ct - of dlla s-tlcfdl • It llill lfipeer an the label. The nae -t be 

specific to thfa procb:t only. °'"l)l icatlan of ,_ f• l"lllt pe,wittad _,. procu:ts. of dte .-~- Do not include 
.-,, brand ,_ or cOllpWfY line desigmtt ... 

5. a- n Addraa of Af:iplicant - The,_ of the ff,- or..,.... 11111 ....._ IINMI in yigur- -.iplicaticn is the peraCll'I or ffra 
to Nhca the rf!gistratlon will be isSlad. ff ya, are actf,. in ..._lf of __... party, y,a11 -t .._it authorization fraa 
that party to ect for thea in registration •tters. an -.iplfcawt nDt reaicti,. in lbe lnit:ed States a,st haw an 
authorized event resfdirw in the ~fted States to act fer ._Inell naiatntfon •tten. The r.-e and CG1Plete •fll..a 
addreaa of such an 119«1t .. t ace IIIJ•¥ this -.iplicatlan. 

6. Ellpedlted 1twie111 - FIFU section 3 (c) 3 (I) prwidl!S fer ..-Ht:ed reri• of -.iplicati- fer N!Slistration, Of" wsd11t11ta 
to existh-e registretfons, that are ai• Her or Identical to odilr pesticide ..,..ucts tlillt are a.-rently r99fstered "Ith 
the EPA. In order for your application to be elltible for 8'1edft:ed rwf•. you -t prc,ride ua with the EPA legistraticn 
NUlllber and procb:t nae of the ~t pau belfew is siafl.- to or idlntfcal to )'1111.r pndlct. The prOQ.ICt -t be 
af• llar or identical fn both for11Jlatfan 11111 labeled-· 

SECTION II - Thia section -t be CG1Pl•bd for all -.iplfcatf- .._.tt.d to illllilrlll tile re,fstrattan only of • c:urrmtly 
regfatered procl,ct (Aaandaent), for • ..-..fuian in ,..,.._ to•~ latter. for natificatiarw to the Agency, for th• 
~tulan of final printed label 1,.. for l'1lf"llliatratfan ... fer _,, odilr actfan net perteiM to • specriffc !f!·repiftered 
PfO(NCt. This section fa !121121!! used for•,_, Wlfc:atfan for nslstntlcn. 
t. abject of __. .. ,on - Check the lllll)l lcable blodt ... fll"CIIWI* die -....cy lettw dlte if ......-iate. Provide a brief 

upl .. tian of the purpoM(s) for the --1afCll'I, ad•._ dltl• of• site, past or crap (specify>•; •....t the 
Conftdlf'ltfal Stetaent of fora,la by ••• •: •N!Nlll•tntfan ...... ..,. • ..-.1 label rerisicn of UN directions.• Attach 
• Mllpanlte page ff additional apace Is ,-lid. 

SECTION III (Packaging and Container lnfonat1on) - ..... s.ctian ... • caipleted for ell eppllcatlona 
a\taftted in.cowactlon wtth .,., regtatntian or -.iplfcmlt. rm 7 ... 
1. T\11» .t .._,.._ - Check the IFP"!P"f•t• block ff yigur- prmb:t MIil Ill- I •--• in ~ indicated padcagi~ types. 

Indicate ttte· stze of ~ .ti-flvhi•l pacbts end,.._. par ,_.u caaf.._.. 
2. f\11» of lled.ll Cant.at:- - kldlcat• type of c:,anteflW" fn •ldl ....-ct MIil be~ 
3. Lecatla, ol M ~ - lpectfy the net ccintenb of •ll ,..n cmlahws for ,-r prmb:t. 
4. lbe(a) .:f I.ta ll t.cnu ..... Specify die net CCIHtditS .A ell ntafl cmbli..,.. far ,air proclct. 
5. Locilltl• ,t • .,_ 11,-l'-- - Indicate die lacatfon of tlle UN dfrctf- for vaur- procllct. 
6 • ..._. In •Ni. t•t "'~fad 119 ~ - Indicate tlle ....,.. ~ llllal f• at..._. to retail container. 

• • • 
SECTIOI 1racr.nt1cf ·mot> -Thia Section -t be allplftld fer all 11111Ucatf- for -••tntion ectfaw. , •••• 
naw proclllcu. s ntlCll'I, .-....1utan, ._.too.• ,_..tatratl-. ale. 
1·5. Self·apNIMory. 

6. EPA UM In• • • • • •• 

-

-
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Read the entire label before using this product. 
ReaEI "LIMI+ OF WARRA~l:rv .o.r,m U.0,8ILITY" lleleFe llU¥iR!I er 
u&iRg, If terFR& are ROI aeseplalllo. relUFR al OR&e UROpeRed. 
REFORMULATION OR REPACKAGING IS PROHIBITED; EXCEPT 
IN ACCORDANCE WITH AN EXPRESS WRITTEN AGREEMENT 
WITH MONSANTO COMPANY. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or lace shield. 
Avoid breathing vapor or spray mist 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately !lush with plenty of water for 
at least 15 minutes. Get medical attention. 
If ON SKIN, immediately flush with plenty of water. Remove con­
taminated clothing. Wash clothing before reuse. 
IF SWAU OWED, this product will cause gastrointestinal tract irri­
tation. Immediately dilute by swallowing water or milk. Gel med­
ical attention. 
NOTE TO PHYSICIAN: Probable mucosal damage may contraindi­
cate the use of gastric lavage. 
IF INHALED, remove individual to fresh air. Get medical attenlion 
if breathing difficulty develops. 

In case of an emergency involving this product, 
Call Collect, day or night. (314) 694-4000. 

Environmental Hazards 
Do not apply directly to water. lo areas where surface water is 
present or lo intertidal areas below the mean high waler mark. Do 
not contaminate water when disposing of equipment washwaters. 

-
EXCHANGE® 

HERBICIDE-8¥- Unnc:antn 
Physical or Chemical Hazards 

SOiutions of this product should be mixed and stored using only 
stainless steel. aluminum, fiberglass. plastic or plastic-lined steel 
containers. 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF 
THIS PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL 
(EXCEPT STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. 
This product or solutions of this product react with such contain­
ers and tanks to produce hydrogen gas which may form a highly 
combustible gas mixture. This gas mixture could flash or explode, 
causing serious personal Inf ury, if ignited by open name, spark, 
welder's torch, lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner 
inconsistent with ,t.s labeling. 

Ibis product may be reformulated or repackaged only in accor­
dance with an express written agreement with Monsanto 
comoany, and only into a herbicide for use in industrial. turt and 
ornamental sites· residential sites: or some or an of the following 
cropping systems: vegetables citrus, oome fruits, stone fruits. 
small fruits and berries, tree nuts, cereal grains, animal grasses 
and forages tropical frutls, asparagus avocado. banana, cotton. 
cranberry lig grapes. kiwi. mango, okra, papaya, peanut, oer­
s{mmon, ojneapple sugarcane and watercress as set forth in that 
agreement, 

Storage and Disposal 
Do not contaminate water, foodstuffs, feed or seed by storage or 
disposal. 
DISPOSAL: Wastes of this pesticide may cause irreversible eye 
damage and may be dangerous. Improper disposal of excess 
pesticide. spray mixture, or rinsate is a violation ol Federal law. If 
these wastes cannot be disposed ot by use according to label 
Instructions. contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative at the 
nearest EPA Regional Office for guidance. 
Emptied container retains vapor and product residue. Observe all 
labeled safeguards until container is &leaRoil, FeooRililioRed, 9f 

destroyed. 00 ~,o:r GY+ QR \e,(!;b(;) ON QR Ni;AR TMI~ CQN+AIN!;R. 
Do not reuse container. Triple rinse container. Then puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed 
by state and local authorities, by burning. If burned, slay out of 
smoke. 
FOR MANUFAGlUAING, RliFOAMU6''RON ANO RliAAGK.t,GING 
AS A MliRIIIGIOli 0 Nl¥. 
ACTIVE INGREDLENT: 

• Glyphosate, N-(phosphonomethyl)glycine, 
in the form of its isopropylamine salt . . . . • . . . . . . . 41.0% 

INERT INGREDIENTS: .......................•.. 59.0% 
100.0% 

'Contains 480 grams per litre or 4 pounds per U.S. Gallon of the 
active ingredient glyphosate, in the form ol its isopropyiamine 
salt. Equivalent to 356 grams per litre or 3 pounds per U.S. gal­
lon of the acid, glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. Other 
patents pending. No license granted under any non-U.S. 
patenl(s). 

blMIT OF WAAAAtA'Y ANO UAllllR'Y 
lhis CompaAy waRaRI& tAal ll!i& pFeEIYst 60RfOFFR& to the Shem 
isal demlplieR OR 11:!is lallei. NO QTM!;R EXPR!;SS WARRP,~ITV 
QR IMPLIED \t/ARRMl+Y QF FITN!;SS FOR AAR-llCUlAA PUR 
J2QSE QR M!;RCM.O.N-TA8Ill+Y IS M,OD!;. +his warraRly is also 
sulljest le Ille sendilieR& anil liFRilalioR& slaleEI hereiR. 
liuyer aRil all user!& sllall premplly Rotify lhi& Company of aRY 
slaiFR6 wllelller llaseil iR GOAlrasl. RegligeRS9, &lrist Uallilll}'. olller 
19ft OF 8111eFWl&9. 
8u¥er and all u&ef6 are F86fl8R&illle fer all lo&& or damage frem 
Y&9 er haAdliRg Whish f0SYII& tram 88Rdili8A& b&y0Ad Iha GORIF9I 
of 1111& GeFRf33RY, iAGludiRg, but Rel limited lo, Y&es or applisa 
li0RG iR OA!f maRA9f ROI e11plisilly sel foftll in lhis lallel er appli 
salieR to er senlaot witll Eles,rallls \1egolalI0R. 
lME ~CLUSl1Ji; REM!;OV QF TM!; usi;R QR liUVER ANO TME 
LIMIT OF TKE UA8IU:TY OF +MIS COMPANY QR ANY QTM!;R 

-

SRL!;R rnR ANY AND ,"ill LQSS!;S, INJURIES QR DAMAGES 
R!;SULTING FROM TME usi; QR M,"JIQLING QF TMIS PRQDUC+ 
!INCbUOING CL.",IMS 11.0,si;o IN CQNTR.O,C+, NEGUG!;NGE. 
SlRIC+ LI.O,lillll'V, QTM!;R TORT QR Q:rM!;R!>.llS!;j SM,"ill 8E 
TME PYRCMP,SE PRICE PAID 8¥ TM!; YSER OR 8YVER FOR +ME 
QYAN-TITY OF +MIS PRODYC+ INI/QL1J!;Q . QR A+ +Mi; ELECTION 
OF nm, CQMPA"lV QR .o..w OlM!;R SRlER, TM!; REPLACE 
M!;N:r QF SYCM Ql:1.0,HTITY. QR, IF NOT ACQUIRB~ 8¥ PUR 
CMAS!;, R!;Pl.P.CEMENT OF SUCM QUANTITY. IN NO f!Ji;Pff 
SM,"ill +MIS CQMP.A,NV QR ,",NV O+MER SEllER liE LIA8lE FOR 
ANY INCIDEN+Al. CQNSEQYENTIAL QR SPECIP,l O,"iM,",G!;S, 
81:1Yer aRd ail 11&01'6 aro deemed ta ha1Je assepled the teff!'I& el thit 
LIMIT OF \f.1.0,RR,"iN:rV ,",NO UA8ILITY wllieh may ROI Ile Yaried 
lly BRY ¥erllal er written agFeemeRI. 

Exchange is a registered trademark of Monsanto Company. 

©1998 MONSANTO COMPANY 
ST. LOUIS, MISSOURI 63167 U.S.A. 
EPA Reg. No. 524-339 

EPA Est. 524-LA-1 21006W2-2/53L 

NEf .54~ U.S. GAL ,. . . . . . 
• • •••• 

• •• • ••• • • • • • • • • 

lilmllirn11m 111111111 
(01} 0 00 70183 50409 1 
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MONSANTO 
Food• Health •Hope"' 

Hand Delivered 

Office of Pestidde Programs 
Document Processing Center (AMEND) 
U. S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

August J 1, 1998 

Subject: Exchange Herbicide (EPA Reg. No. 524•339) 
Update Disposal Statement and Directions for Use 

MONSANTO COMPANY 

600 1311-l STREET, N.W. 
SUITE 660 
WASHINGTON, D.C. 20005 
Ta: (202) 783-2460 
FAX: (202) 783-2468 

- Dear Mr. Tompkins: 

Exchange Herbicide is a manufacturing use product (MUP) which can be used by 
formulators to prepare glyphosate herbicides. The present label text was approved by the 
Agency on 20-0ct-1997 in conjunction with its reregistration. At this time, Monsanto 
proposes new draft label text for Agency review and approval to make the following 
changes: 
• In EPA's label manual, registrants of MUP are directed to include a statement 

specifying the use sites for which end use products can be prepared using the MUP. 
Monsanto now proposes to utilize the same statement that is presently approved for 
MON 0139 62% Technical Solution (524-333) on all it's glyphosate MUPs. The ••• 
existing statements specifying directions for reformulation into herbicides is now • •• •. • 
redundant and is to be deleted. : • •: • : • 

• • • • 
• The Limit of Warranty and Liability statement is intended for end-use p1'1tttet:, rathe~ • • • • 

than MUPs, and is not needed on this label. It is therefore proposed to g~l_eJ~- •• : : • • 
• • • • • • • • 

••• • • • •••• 
•• • • • • •• • 
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Mr. Tompkins Page 2 
August 11, 1998 

• The company name "by Monsanto" is removed from the position immediately below 
the brand name in anticipation of a new company name following completion of our 
declared intent to merge with American Home Products. 

• Exchange is now provided in plastic drums which are intended for single use. Certain 
statements in the storage and disposal section are intended for steel drums, and are 
now outdated and proposed for deletion. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider or directly at 314-694-1582 . 

cc: R. P. Schneider 
D. Fee-White 

Sincerely, 

Stephen J. W ratten 
Manager, Registrations 

•••••• • • • • • 
••••• • • • •• 
••••• • • ••••• 

••• • • • •• • 
• 

• • •••••• • 
• ••• • • ••• 
• 

••• • • • •••• 
•• • • • • •• • 
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NOV - 4 1998 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, O.C. 20460 

Mr. Stephen W. Wratten 
Monsanto Company 
600 13m Street, N.W. Suite 660 
Washington. DC 20005 

Dear Mr. Wratten: 

Subject: Shackle C Herbicide (Revise Directions for Use) 
EPA Registration No. 524-339 
Your Application Dated August 11 ,, 1998 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The labeling submitted above is not acceptable. Based on consultation with Office of 
General Counsel (OGC) the statement "This product may be reformulated or repackaged in 
accordance with an express written agreement with Monsanto Company and only into a herbicide 
for use in industrial turf and ornamental sites, .. . ) is not acceptable. A copy of OGC' s comments 
are enclosed for your use. 

If acceptance of other changes on this label are needed, submit five (5) copies of revised 
labeling deleting the unacceptable statement for our review and stamping. 

Sincerely, 

James A. Tompkins 
Product Manager 25 
Herbicide Branch 
Registration Division (7505C) 

Recycled/Recyclabla • Printed w•h Vegelable OIi Based Inks on 100% Recycled Paper (40% Postconsumer) 
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+,:~~~;,~;~~';;AM .. .... . . ········~ 
-~~M:,.\x-.. -:-.-=---,-.. ~· .•• ..-.•.~-· -• •• •."':-:-:-: -~:-»--~·.•"': ..... , ..... :-iX''-:❖' :=:-: .-._::.·--:-~•· .. ·.,·.~.;.-.'.\-· · .-·- ··--:-:-· •.::,• ·1-»·: .. • -.:.,:.,· .. ~:-··~·- ·•-:!;,•:,.-.~"':.: ·X-· --:=»:-: .. ~-. 

To: Vickie Walters/DC/USEPA/US@EPA 
cc: 
Subject: Labeling Question -Reply 

------ Forwarded by Jim Tompkins/OC/USEPA/US on 10/27/98 11:47 AM-------
f.-l--T-- :_. , -, - . 
tt : L. . DYNER.MARK 
~. 10/27/98 10:14 AM 

To: Tompkins.Jim 
cc: 
Subject Labeling Question -Reply 

>>> <Tompkins.Jim@epamail.epa.gov> 10/22/98, 03:12pm >» 
Monsanto has on a number of their technical labels " This product may 
be 
reformulated or repackaged only in accordance with an express written 
agreement with Monsanto Company, and only into herbicide for use in 
industrial, turf, and ornamental sites ............. .. 

Don Stubbs has indicated that Monsanto must delete this statement 
from 
their labels because there is nothing in FIFRA that says that a 
registrant 
must have an expressed written agreement before they can reformulate 
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a 
technical into end use product that is registered with the Agency. 
It 
would also appear to be using the Federal Government to assist 
Monsanto in 
prohibiting competitors from producing end use products. 

Monsanto indicates that they will fight having to take this statement 
off 
the label. 

Assuming our position is correct, HB would like to get a brief 
rational 
that we could put into a letter telling Monsanto to take this 
statement off 
the label that will be legally defensible when Monsanto objects . 
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Plt1Htl l'#Uld" on ,..,.,.. bllfore co,.,,J11tf,- ,,,.,_ i:n..., A nua rJn 2070-C>OIRC Ann,oval exoires 2-28-A!l -
United States ~ Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 261438 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 

524- 339 
2. EPA Product Manager 3. Proposed Classification 

- v Mr. James Tompkins 
~ None D Restricted 

4. Company/Product (Name) PMI 25 
Shackle C Herbicide 

5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Reveiw. In a ccordance w ith FIFRA Section 3(c)(31 
Monsanto Company (b)(i), my product is similar or identical in composition and labeling 
600 13th Street, N.W., Suite 660 to: 
Washington, DC 20005 EPA Reg. No. S 5'\11);).~ 

• Chsck if this is II new 11ddress Product Name 

Section - II 

Amendment - Explain below. • Final printed labels in rapsonsa to 
Agency letter dated 

• Resubmission in response to Agency letter dated • • Ma Too• Application . . 

• Notification - Explain below. • Other - Explain below. 

Explanation: Us e additional page(s) if necessary. (For section I and Section 11.) 

Submission of update ingredients statement and directions for use for 
Shackle C Herbicide 

Section - Ill 
,_ 

1 . Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

B Yes BYos B Yes 
~ M•~ No No 

Plastic 
No Glass 

• CtHtification must If "Yes" No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

bB submittsd 
I 

3 . Location of Nat Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

• Label D Container a 
6. Manner in Which Label is Affixed to Product § Lithograph • Other 

Paper Ptlued 
Stanci ad 

Section - IV 
1 . Contact Point (Complete items directly below for /dentificstion of lndividus/ to be contsctod, if necessary, to process this application.} 

Name Russell P. Schneider, Ph.D . Titla Agricultural Regulation Telephone Ni..(lnclude Area Coda) 

Di rector (202) 7~,:~460 
......... 

Certification • • • s. Oat, Application • • 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and ~ e . : melited 
I acknowledge that any knowlinglly fatso or misleading statement may be punishable by fine or imprisonmant•CII • • : <(&tamped) 
both under IJ>Plioabla law. . // •• ••• •••• 

Ug•~~ 

- • 3. Trtla ••• •• 
Manager, Registrations • •• • • • •• •• 

•• • 
4. r.;ed Name/ I 6. Date • • • •• • 

Stephen J. Wratten, Ph.D . August 11 , 1998 

EPA Form 8570-1 (Rev. 3-941 Previous editions era obsolete. White - EPA File Copy (origlnel) Yellow - Applicant Copy 
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PAPERIIQRK REDUCTION ACT IIQIICE: Mlltc .,...rtlnl ....... fw•tltfa collection of fntoratlan fa eatf•ted 

to~ 0.15 hour per reapanM, fnc:ludfna ti• tw rwiwtna 1mtruct1-. ~,,. •fnlna c11ta ...-c:es, .....,.,,. Ind 
lllfnt•Jn"'8 the data needed, Ind c:ai.,tettna Ind rwiwlna tM coller:d• of inforatlan.. Smid ,ta reprdfna tlle tu-den 
eatf•te or _,, other aspect of thfa collectfan of lntsatl-., fnclullna awestfona for .-.lcfna thia tuden, to Olief, 
lnforatian Polfcy lrandi, PN-223, U. S. Enrirarllllltal Pwut-.tl• ,-,,,C,. '°1 II Streat, SU, lllllllfnatan, DC ~; and to the 
Office of lnforatfon Ind Regulatory Affairs, Office of ._ a • .-1 ludllat, lllllliinatan, DC 2115GJ. 

INSTRUCTIONS: Thia fora fa to be used for all Wlfcatf- fw w nabt,..uan, 111d uae ,....iatratlon, _daw,t, 
reatat .. fon, to wt fcatfona for notfflcatlona, n,., prt,._. ,,... 1._ ...,..-iatntian., etc. In order to procea .. 
llflPl feat Ion for • new registration a&mitted on 1111• ,-.. tM fell~ aterfal -t • 1•¥ the wt lcatlon: 

1. Certification with leapect to Cftatfan of Data (EN ,-.1519-~>- Of not ~ by 40 Cfl 152.81 (b) (4)J; 
2. CGnfldentfal Stataent of Fora.ii• (EN Fora 1519-4>; 
3. fOf'll.llator•a EJlellptfan SUt-,t (EN Forw tli1'FU); 
4. Ffve cq,l ee of craft label tna; 
S. Thf"N copies of 1fff data .,_tted; 
6 • .AUthorfzation letter .,_ Wlfcable; 
7. Natrlces where 8flPl I cable. 

Sljafaslon of Labelf,.a • Llbell,.a should ff rat be .._.ttad tn tM fwa of ~ libel• vfdl all wt fc:ationa for ,_, 
registration. Such draft labels ay be fn the fora of tw-1 ,,... tat an LS a 11 fndi .....- or • ~ of the proposed 
label . If preper-ed n • aoclt14>, It should be cawtructed In ad a-,• tD facilitate stonaa in 111 8.5 a 11 fndi file. 
Moclq, labels afgnfffcantly -uer thin 8.5 • 11 tndiaa ..... d be __, • a.5 a 11 ind! ....,. for .-iufan. 
Slmi•fan of Data • Data SIMltted in ......,..i of 1111a lll!Plfcatlan aat • __,ttad Ii. www•u ,rith Pl Notice 86·5 • 

SPECIFIC INSTRUCTIONS: Plwe read tile lratructf- llstwl bet• befarw cmpletfna .. ,. Wllcatfon. ff rat 
detenaine the. type of regfatretfon action, listed fn ll- A, fw .. ,di ,au .. amlttfna dlis Wlfcatlon. For 
9FPlicatfona suaitted in c:omectfon 111th 1181 lealatntfcn actfa,s, Sectiam 1. 111. and IY .. t be capleted ~ the 
8A)lfcant. For 9FPl icetfona SIMftted in CGffllletfcn vtdt _.... N!listratian actlarw, reami•iona. notfflcationa, 
rereglstratfona, etc. , Sections I, 11. 111d IV .. t be cmpletat ti, dte •R•licawt. 
•l-A - Chedt the appropriate action for whldi ,au .. .._.ttf1111 .... ,___ 

SECTION I · Thia section -t be capleted, • 8flP(fcable, for •ll ni•fatratlan actl-. 
1. ~/PnlllJct ..__.·Insert your-~...._., ff_._ .... _,.,_. by EPA. TIiis ..,.__.,ha-,. .... _.lgned 

to you as• buic registrant,• distributor, or• an aatabll.._... If yaur pr,dlct fa nefatend, ,,..,t the PNcb:t ....... 
Z. EPA PTollct ._...., · If lcnoll'I. fill fn the,_ 111d"' ...._. of tM EN PNcb:t lllnll5lr. 
3. ,,..,.... ct .. iflcatfan - Specify the prapoud clwfflc:atf• of difa predict. 
4. Predict ._ • Enter the CClllplete proclct ,_ of dlla patlclda • it vtll .....- an ... label. The ,_ -t be 

specfffc to this procb:t only. DUplfcatlan of - fa mt ,._tud--. proct.acta of die - CClllpWI)'. Do r..t Include 
_,, brll'ld ,_ or ~ line deafgnatfona. 

5 • ._ 111d Addraa of Aflpliant - The,_ of the fira • ....- 111d ...,._ IINllln in yaur Wlication fa the pawin or ffra 
to whoa the regi stration will be f •--ld. If yau .-. actllW In ....._f of ....._. pa-ty, ,au .. t amft authorization fna 
that party to ac;t for thea In "111•tratian •tten. an ...,atcmt Mt ,..idtna in ... United States .. t ha¥e .. 
authorfzed 119t!f'lt residi,.a fn the l)'ifted States to act fw .._Inell ,...stntlan aatUn. The,_ and CClllplet. •fl Ina 
addr .. of such an a,e,rt -t ace~¥ this Wlfcatfan. 

6 . EJlpldfted ltevi• - FIFIIA section 3 (c) 3 (I) proridllS for ...,.ted reriw of ...,atcatiana for registration, or wdla,ta 
to uiati,v registrations, that are aiafl• or ldlntfcal tD ..._. paatlcf• proctJcta diat we arrently retfst..-ed with 
the EPA. In ~r for your 8A)licatlon to be •Utlble fw -,.fited reriw, ,au .. t prori• • with the EPA legfatretian 
llumer 111d procb:t ,_ of the prodct yau beliwa i• sfllflw tD • idla1ttcal to yaur procllct. The procb:t -t be 
afat lar or Identical In both fonulatian 111d libeled -· 

SECTION II · This section .. t be capleted for all Wllc:atl- .._.tud to -.t tlie "81atntlan only of • CWl'Wltly 
reofatered pr"O(h:t (Aaeud111d1t), fo,- • N!Sl.taf .. ian Ir. ,.,..._ llD • ~ lettar. for mtffic:atfana to the Ag«w;y, for the 
ujafufan of final printed labelfna. for ,.....1atratfan 111d fw -. cdar actian diat paui• to • pcffic ~-mJ•tu:«t 
pc:ocl,ct. Thia aectian la !!2112 I!! UNd for • w lll!Plic:atf• fer ,..tatntlan. 
1. MJect of .._•I•· Check the Wlfcable bl- 111d prwfdt tM ,-.:Y latter date ff ......-fate. Provt• • brief 

upl-tlan of the purpose<•> for the .,_atan, adl • -... adllitie of • afta. pat • cnp (tpeeify)•; •...t the 
Conffdantial Stata.1t of Forw.sla by ••• •; •,....tatnattan .._.•laf'; .....-al .__ rwiaf• of UN directions.• Attach 
• a.pwate paee If additional ..-=- la ....S. 

SECTION III (Packaging and Container Jnforaattcm) - ... ,. 91ettan -- .. aapleted for Ill lll!Plfcatfona 
..-itted In ccr,wctlan with ,_, ret1fatratfan or 1111Pllcabl1,, w I ... 
1. 1p of~--· 01ec1t the ......-1ate blod: If ,-r ...-act 111111» s••+at -':n6t lnfic:ated pacbgl~ t,paa. 

Indicate tHla ltze of the fndfvtcllll ~ and ...._. ..- ... n cwal..-. 
Z. 1p of letllil cantal,_.• .. CMtlcate typa of c:ontalw In •ldl pl'9llst lffll la wbtwd. 
3. ucatl• o1 a.t~•- Spiclfy the net euntelb of all ratall .,....\,_. fw yaur .-,..llct. 
4. II-Ce) of..UCl ~W. ; q.cffy tlle nat CC111twtta .tall retail calla._.,_ yaur llf'Olkt. 
5. uciltf• of Illa IINCIII- - Indicate tM location of .._ ... tlfractl- fw yaur prCIIIEt. 
6 • ..._. tn•~"tl:lt I.a.I f11•afflwt .. ~ · lnficata tlle ...._. ..-.,ct llllel I• • ttwMII bl retail CGntafrw. 

•••• • •••• 
SECTION IY •(Contac·t -hint) - lhfa s.ctfCII aat .. CIIIIIIPl .... hr all ...,atc:ati- fw - •istratlon act fens. •-··· ~-~~=i:~lon . ....._. .. t an • ._.tao,• ,...1atratt-., lltlc.. 

6. EPA UN ~I¥. 
• • • •• • 

• 

• 
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MONSANTO 
Food • Heal_th •Hope"' 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center (AMEND) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
J 921 Jefferson Davis Highway 
Arlington, VA 22202 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

August 11, 1998 

Subject: Shackle C Herbicide (EPA Reg. No. 524-339) 

MONSANTO COMPANY 

600 13TH STREET, N.W. 
SUITE 660 
WASHINGTON, D.C. 20005 
TEL: (202) 783-2460 

FAX: (202) 783-2468 

J ,! 

Update Ingredients Statement and Directions for Use 

Dear Mr. Tompkins: 

Shackle C Herbicide is a manufacturing use product (MUP) which can be used by 
formulators to prepare glyphosate herbicides. The present label text was approved by the 
Agency on 20-0ct-1997 in conjunction with its reregistration. At this time, Monsanto 
proposes new draft lat-el text for Agency review and approval to make the following 
changes: 
• In EPA's label manual, registrants of MUP are directed to include a statement 

specifying the use sites for which end use products can be prepared using the MUP. 
Monsanto now proposes to utilize the same statement that is presently approved for 
MON 0139 62% Technical Solution (524-333) on all it's glyphosate MUPs. Othe.-• • • • • 
existing statements specifying directions for formulation into herbicides are now • • • 
redundant and are to be deleted. : • • : •: • • • • • •••••• 

• All Monsanto glyphosate labels are intended to identify the active ingr~tGMC by ttie 
• • • ••• 

term "glyphosate" and by it's chemical name. The proposed change w.jU.lllake t~.:. 
ingredient statement consistent with other labels. • •: • • • • 

••• • • • •••• 
•• • • • • •• • 

{3 
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Mr. Tompkins Page 2 
August 11 , 1998 

• The company name "by Monsanto" is removed from the position immediately below 
the brand name in anticipation of a new company name following completion of our 
declared intent to merge with American Home Products. The company name still 
appears at the bottom of the label, and the outdated term "Agricultural Products" is 
deleted from the name. 

If you have any questions on this matter please feel free to contact me through Dr. Russell 
P. Schneider or directly at 314-694-1582. 

cc: R. P. Schneider 
D. Fee-White 

]ely, ~;/ 
· Ste~ten 

Manager, Registrations 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• •• • • • •• • 
• 

• • •••••• • 
•••• • •••• 
• 

• •• • • • •••• 
•• • • • • •• • 
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• CONCENTRME 

SHACKLE® C 
It is a violation of Federal law to use this product in any man­
ner inconsistent with its labeling. 
Read the entire label before using this product. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 
DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water 
for at least 15 minutes. Get medical attention. 
II ON SKIN, immediately flush with plenty of water. Remove 
contaminated clothing. Wash clothing before reuse. 
IF SWALLOWED, this product will cause gastrointestinal tract 
irritation. Immediately dilute by swallowing water or milk. Get 
medical attention. 
NOTE TO PHYSICIAN: Probable mucosa! damage may con­
traindicate the use of gastric lavage. 
IF INHALED, remove individual to fresh air. Get medical 
attention if breathing 41n; u11y 10iv1M,t. 

In case of an eai!~eg~nvo»Jg this product, 
Call Collect. t!Jr_o~ t . .(Jt 4) 694-4000. 

Environmental Hazards 
Do not appJy dire~tl,y lo Wj ter. tiuri as whe,ce surface water is .-.--. • • •• ••• • • • • • • • • • • • • • • • • • •• • • 

LOT No: PACKER 

Herbicide-by- Mnnegnln 

present or to intertidal areas below the mean high water mark. 
Do not contaminate water when disposing of equipment 
washwaters. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored only in 
stainless steel, aluminum, fiberglass, plastic and plastic-lined 
steel containers. 
00 NOT MIX, STORE OR APPLY THIS PRODUCT OR SPRAY 
SOLUTIONS OF THIS PRODUCT IN GALVANIZED STEEL OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CONTAINERS 
OR SPRAY TANKS. This product or spray solutions of this 
product react with such c-0ntainers and tanks to produce 
hydrogen gas whith may form a highly combustible gas mix­
ture. This gas mixture could flash or explode, causing serious 
personal injury, if ignited by open flame, spark, welder's torch, 
lighted cigarette or other Ignition source. 

DIRECTIONS FOR USE 
For formulation of products (not to exceed 10% active ingre­
dient) for weed and grass control-ffl-iffllustfiAI 1'11!:il'IAnlial and 
omameAtal are~. 
This product may be reformulated or repackaged only in 
accordance with an express written agreement with Monsanto 
Company. and only into a herbicide for use in industnal, turf, 
and ornamental sites: residential sites: or some or au of the 
following cropping systems: vegetables. citrus, oome fruits, 
stone fruits, small fruits and berries, tree nuts, cereal grains, 
animal grasses and forages, tropical fruits, asparagus, avoca­
do, banana, cotton, cranberry, fig, grapes, kiwi, mango, okra, 
papaya. peanut. persimmon, pineapple, sugarcane and water~ 
cress, as set forth in that agreement. 

Storage and Disposal 
Do not contaminate water, foodstuffs. feed or seed by storage 

NET 

or disposal. 
DISPOSAL: Wastes of this pesticide may cause irreversible eye 
damage and may be dangerous. Improper disposal of excess 
pesticide, spray mixture, or rinsate is a violation of Federal law. 
If these wastes cannot be disposed of by use ace-Ording to label 
instructions, contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative at the 
nearest EPA Regional Office for guidance. 
Emptied container retains vapor and product residue. Observe 
all labeled safeguards until container is cleaned, recondi­
tioned. or destroyed. 
Triple rinse emptied bulk container. Then offer for recycling or 
reconditioning. or dispose of in a manner approved by state 
and local authorities. 

FOR Ml!RRICl01! FORMULATION ONLY 
ACTIVE INGREDIENT: 

*Glvphosate, N-{phosphonomethyl)glycine, 
in the form of its isopropy1amine salt ef-
BIYf!lles~e . . . . . . . . . . . . . . . . . . . . . ........ 41.0% 

INERT INGREDIENTS: . . . . . . . . . . . . . . . . . . ..... 59.0% 
100.0% 

•contains 480 grams per litre or 4 pounds per U.S. Gallon of 
the active ingredient g!yphosate, in the form of its isopropy­
lamine salt et N (phespheftemelhyl)olyeifte. Equivalent to 
356 grams per litre or 3 pounds per U.S. gallon of the acid, 
glyphosate. 

This protected by U.S. Patent No. 4,405,531. Other patents 
pending. No license granted under any non-U.S. patent(s). 

Shackle is a registered trademark of Monsanto Company. 

©1998 MONSANTO COMPANY 
EPA Reg. No. 524-339 

LB. 

EPA Est. 239-IA-3 MONSANTO COMPANY, AGRIGIJLTURbil f2ROQIJGTS, ST. LOUIS, MISSOURI 63167, U.S.A. 
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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Offi ce of Pesticide Programs 

Registr ation Diviaion (H7505C) 
401 "M" St., S.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
__ Registration 
--1L Reregistration 

(under FIFRA, as amended) 

Name and Add.reaa of Registrant ( include ZIP Code): 

Monsanto Company 
700 14th Street, N. W. Suite #1100 
Washington, D.C. 20005 

EPA Reg . 
Number: 

524- 339 

rerm of Iaauance: 

Date of Iasusnce : 

OCT 29 1997 

Unconditional 

Name of Pesticide Product: 

Shackle C Herbicide 
Exchange Herbicide 

... .B'ote:. ~hat1gea in 1a.bel,1ug dift;e.ring in eubstance f rom that accepted j,n conneotion w,ith t lUJJ regi stra tion tau.st 
:, )).o· ~tt~ to and ao<;ept-4 by the Regist_tatiOII Division pdor to u.ae ot the label in ~rce. :tn anf 
J ;or flll:IPQn~.mce on tbie product al:~ara refer to t he above .BPA x-eghuation n\Ulber. 

On t he basia of information f ui-niahed by the registrant, the above named pesticide is hereby 
registered/reregistered under the Fadei-al Insecticide, Fungicide and Rodenticide Act. 

Regiatration 1• in no way to be construed as an endoraement or x-ecommendation of thia product by the Agency. 
In order to px-otBO't health and the environment, the Administratox-, on his motion, may at any time suapend or 
cancel .the registration of a pesticide in accordance with the Act. rhe acceptance of any name in connect i on 
with the registration of a product under this Act 1• not to be construed aa giving the registrant a right to 
exclusive use of the name or to itJI use if it has been ~overed by others . 

Based on your response to the Reregistration Eligibility Document, 
EPA has reregistered the product listed above . Enclosed is a copy 
of your stamped "Acceptable". This action is taken under the 
authority of section 4(g)(2)(C) of the Federal Insecticide, 
Fungicide and Rodentic ide Act, as amended . Reregistration under 
this section does not eliminate the need for c onditinual 
reassessment of pesticides. EPA may require submission of data at 
any time to maintain registration of your product . 

\//( 0 

Date: 

10- 2.r- c, 
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-PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for 
at least 15 minutes. Get medical attention. 
IF ON SKIN, immediately flush with plenty of water. Remove con­
taminated clothing. Wash clothing before reuse. 
IF SWALLOWED, this product will cause gastrointestinal tract irri­
tation. Immediately dilute by swallowing water or milk. Get med­
ical attention. 
NOTE TO PHYSICIAN: Probable mucosal damage may contraindi­
cate the use of gastric lavage. 
IF INHALED, remove individual to fresh air. Get medical attention 
if breathing difficulty develops. 

In case of an emergency involving this product, 
Call Collect, day or night, (314) 694-4000. 

Environmental Hazards 
Do not apply directly to water, to areas where surface water is 
present or to intertidal areas below the mean high water mark. Do 
not contaminate water when disposing of equipment washwaters. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored using only 
stainless steel, aluminum, fiberglass, plastic or plastic-lined steel 
containers. 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. This prod­
uct or solutions of this product react with such containers and 
tanks to produce hydrogen gas which may form a highly com­
bustible gas mixture. This gas mixture could flash or explode. 
causing serious personal injury, if ignited by open flame, spark, 
welder's torch, lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner 
inr.onsistent with its lahelin.9. 

Storage and Disposal 
Do not contaminate water, foodstuffs, feed or seed by storage 
or disposal. 

-
DISPOSAL: Wastes of this pesticide may cause irreversible eye 
damage and may be dangerous. Improper disposal of excess pes­
ticide, spray mixture, or rinsate is a violation of Federal law. If 
these wastes cannot be disposed of by use according to label 
instructions, contact your State Pesticide or Environmental 
Control Agency, or the Hazardous Waste representative at the 
nearest EPA Regional Office for guidance. 
Emptied container retains vapor and product residue. Observe all 
labeled safeguards until container is cleaned, reconditioned or 
destroyed. DO NOT CUT OR WELD ON OR NEAR THIS CONTAINER. 
Do not reuse container. Triple rinse container. Then puncture and 
dispose of in a sanitary landfill , or by incineration, or, if allowed 
by state and local authorities, by burning. If burned, stay out of 
smoke. 

FOR MANUFACTURING, REFORMULATION AND REPACKAGING 
AS A HERBICIDE ONLY. 

LIMIT OF WARRANTY AND LIABILITY 
This Company warrants that this product conforms to the chem­
ical description on this label. NO OTHER EXPRESS WARRANTY 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR PUR­
POSE OR MERCHANTABILITY IS MADE. This warranty is also 
subject to the conditions and limitations stated herein. 
Buyer and all users shall promptly notify this Company of any 
claims whether based in contract, negligence, strict liability, 
other tort or otherwise. 
Buyer and all users are responsible for all loss or damage from 
use or handling which results from conditions beyond the con­
trol of this Company, including, but not limited to, uses or appli­
cations in any manner not explicitly set forth in this label or 
application to or contact with desirable vegetation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND THE 
LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY OTHER 
SELLER FOR ANY ANO ALL LOSSES, INJURIES OR DAMAGES 
RESULTING FROM THE USE OR HANDLING OF THIS PRODUCT 
(INCLUDING CLAIMS BASED IN CONTRACT, NEGLIGENCE, 
STRICT LIABILITY, OTHER TORT OR OTHERWISE) SHALL BE THE 
PURCHASE PRICE PAID BY THE USER OR BUYER FOR THE 
QUANTITY OF THIS PRODUCT INVOLVED, OR, AT THE ELECTION 
OF THIS COMPANY OR ANY OTHER SELLER, THE REPLACEMENT 
OF SUCH QUANTITY, OR, IF NOT ACQUIRED BY PURCHASE, 
REPLACEMENT OF SUCH QUANTITY. IN NO EVENT SHALL THIS 
COMPANY OR ANY OTHER SELLER BE LIABLE FOR ANY INCI­
DENTAL. CONSEQUENTIAL OR SPECIAL DAMAGES. 
Buyer and all users are deemed to have accepted the terms of this 
LIMIT OF WARRANTY AND LIABILITY which may not be varied by 
any verbal or written agreement. 

Product protected by U.S. Patent No. 4,405,531. Other patents 
are pending. No license granted under any non-U.S. patent(s). 

- -
EXCHANGE® 

HERBICIDE BY Monsanto 
Read the entire label before using this product. 

Read "LIMIT OF WARRANTY ANO LIABILITY" before buying or 
using. If terms are not acceptable, return at once unopened. 

REFORMULATION OR REPACKAGING IS PROHIBITED; EXCEPT 
IN ACCORDANCE WITH AN EXPRESS WRITTEN AGREEMENT 
WITH MONSANTO COMPANY. 

Keep out of reach of children. 

DANG ER ! Read precautions on side panel 

In case of an emergency involving this product, 
Call Collect. day or night, (314) 694-4000. 

NET 54 U.S. GAL. 

. 

. . . . .. . . . . . . . 

. 

. .. ' 

• # • • 

.. . . . . . . 
. . . 

ACTIVE INGREDIENT: 
.. Glyphosate, N-(phosphonomethyl)glycine. 

in the form of its isopropylamine salt ......... . .. 41.0% 
INERT INGREDIENTS: ..... , .... . ............... 59.0% 

100.0% 

*Contains 480 grams per litre or 4 pounds per U.S. gallon of the 
active ingredient glyphosate, in the form of its isopropylamine 
salt. Equivalent to 356 grams per litre or 3 pounds per U.S. gal­
lon of the acid, glyphosate. 

©MONSANTO COMPANY 1997 

eRegistered trademark of Monsanto Company. 
ruY:l MONSANTO COMPANY 
1.:cr:J ST. LOUIS, .. r:~----.... ............... - -
EPA Re;. No. 524-33dA. C . C E P T E .. 
EPA Est. 524-LA-1 

OCT 2 9 1997 
Uador tbe Fodaal l a:11ctHct. 
~ rmd Bodeatld .. 4d. 
a rm da& t<ir tb pmttcldo 
l'Nt1I Mmadoir 

lle9. Ro. ~ L"\ · 331 

(01) 0 00 70 1 83 50409 1 
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• -CONCENTRATE 

Shackle® C 
-

CCE PTED 
ocr 2 g 1997 

Herbicide by Monsanto 
For fonnulation of products (not to exceed 10% active ingredient) 

for weed and grass control in industrial, residential and ornamental are 

Vaur tm Flldcftd 1-.otSdde, 
f'lmgtc:tde. Clbd BodecldcrLr.le Aat, 
r arsodod, fat flla p tt:Jdde 
feo111aNc! ~ 

It is a violation of Federal law to use this product in 
any manner inconsistent with its labellng. 
Read the entire label before using this product. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before 
reuse. 

FIRST AID: IF IN EYES, Immediately flush with 
plenty of water for at least 15 minutes. Get medical 
attention. 
IF ON SKIN, Immediately flush with plenty of water. 
Remove contaminated clothing. Wash clothing 
before reuse. 
IF SWALLOWED, this product will cause 
gastrointest.nal tract ldation. Immediately dilute by 
swallowing Wer CM"!milk.!Get medical attention. 
NOTE TO S>t-tf~ld.AN! ~robable mucosa I damage 
may contraintlicate the Me of gastric lavage. 
IF INHALED, remove Individual to fresh air. Get 
medical.attentioo If baeathlna-clifficulty develops. 

• • • • • • r • • •• • • • • • • . - .-...... . 
Ill <;ase •f an •~r9~i,cy i~~Mng this product, Call 
.. tollect, day or night, (314) 694-41000. 

Environmental Hazards 
Do not apply directly to water, to areas where surface 
water Is present or to Intertidal areas below the mean 

high water mark. Do not contaminate water when 
disposing of equipment washwaters. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored 
only in stainless steel, aluminum, fiberglass, plastic 
and plastic-lined steel containers. 

DO NOT MIX, STORE OR APPLY THIS PRODUCT 
OR SPRAY SOLUTIONS OF THIS PRODUCT IN 
GALVANIZED STEEL OR UNLINED STEEL 
(EXCEPT STAINLESS STEEL) CONTAINERS OR 
SPRAY TANKS. 

This product or spray solutions of this product react 
with such containers and tanks to produce hydrogen 
gas which may form a highly combustible gas 
mixture. This gas mixture could flash or explode, 
causing serious personal Injury, If Ignited by open 
flame, spark, welder's torch, lighted cigarette or other 
ignition source. 

Storage and Disposal 
Do not contaminate water, foodstuffs, seed or feed 
by storage or disposal. 

DISPOSAL: Wastes of this pesticide may cause 
irreversible eye damage and may be dangerous. 
Improper disposal of excess pesticide, spray mixture, 
or rinsate is a violation of Federal law. If these 
wastes cannot be disposed of by use according to 
label instructions, contact your state Pesticide or 
Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA Regional 
Office for guidance. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is 
cleaned, reconditioned or destroyed 

WA Beg. l(G,. b 2-'-{ -~ .3 J 

Triple rinse emptied bulk containers. Then offer for 
recycling or reconditioning, or dispose of In a manner 
approved by state and local authorities. 

FOR HERBICIDE FORMULATION ONLY 

ACTIVE INGREDIENT: 
*lsopropylamlne salt of glyphosate ......•.......... .41.0% 

INERT INGREDIENTS: .................................. 59.0% 
100.0% 

•contains 480 grams per llter or 4 pounds per U.S. 
gallon of the active Ingredient lsopropylamlne salt of 
N-(phosphonomethyl) glycine. EqulValent to 356 
grams per liter or 3 pounds per U. S. gallon of the 
acid, glyphosate. 

This product is protected by U.S. Patent No. 
4,405.531. Other patents are pending. No license 
granted under any non-U.S. patent(s). 

•shackle Is a registered trademark of Monsanto 
Company. 

CMONSANTO COMPANY 1995 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 

ST. LOUIS, MISSOURI 63167 U.S.A 

EPA Reg. No. 524-339 

NEr U.S. GAL. 

EPA Est No. 239-IA-3 21074T1-1FT 

· ~ 
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- • CONCENTRATE 

Shackle® C 
Herbicide by Monsanto 

For formulation of products (not to exceed 10% active ingredient) 
for weed and grass control in industrial, residential and ornamental areas. 

It is a violation of Federal law to use this product In 
any manner inconsistent with its labeling. 
Read the entire label before using this product. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get In eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before 
reuse. 

FIRST AID: IF IN EYES, Immediately flush with 
plenty of water for at least 15 minutes. Get medical 
attention. 
IF ON SKIN, immediately flush with plenty of water. 
Remove contaminated clothing. Wash clothing 
before reuse. 
IF SWALLOWED, this product will cause 
gastrointestioail tra~ i!Yitation. Immediately dilute by 
swallowing waCer or~ilk.=<;et medical attention. 
NOTE TO ~t4f~clAN: ~robable mucosa! damage 
may contrain3icate the• use of gastric lavage. 
IF INHALED, remove Individual to fresh air. Get 
medlcal«tenti0111 If b11eathino ~lfficulty develops. 

• • • • • • • • • •• • • • • • • 
I,i •case of an e~rli\ri:)'-lntQl\'ing this product, Call 
... ~l'lllect. day or night, (314) 694-4000. 

Environmental Hazards 

Do not apply directly to water, to areas where surface 
water ls present or to Intertidal areas below the mean 

high water mark. Do not contaminate water when 
disposing of equipment washwaters. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored 
only In stainless steel, aluminum, fiberglass, plastic 
and plastic-lined steel containers. 

DO NOT MIX. STORE OR APPLY THIS PRODUCT 
OR SPRAY SOLUTIONS OF THIS PRODUCT IN 
GALVANIZED STEEL OR UNLINED STEEL 
(EXCEPT STAINLESS STEEL) CONTAINERS OR 
SPRAY TANKS. 

This product or spray solutions of this product react 
with such containers and tanks to produce hydrogen 
gas which may form a highly combustible gas 
mixture. This gas mixture could flash or explode, 
causing serious personal injury, If ignited by open 
flame, spark, welder's torch, lighted cigarette or other 
Ignition source. 

Storage.and Disposal 
Do not contaminate water, foodstuffs, seed or feed 
by storage or disposal. 

DISPOSAL: Wastes of this pesticide may cause 
irreversible eye damage and may be dangerous. 
Improper disposal of excess pesticide, spray mixture, 
or rlnsate is a violation of Federal law. If these 
wastes cannot be disposed of by use according to 
label Instructions, contact your State Pesticide or 
Environmental Control Agency, or the Hazardous 
Waste representative at the nearest EPA Regional 
Office for guidance. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container Is 
cleaned, reconditioned or destroyed 

Triple rinse emptied bulk containers. Then offer for 
recycling or reconditioning, or dispose of In a manner 
approved by state and local authorities. 

FOR HERBICIDE FORMULATION ONLY 

ACTIVE INGREDIENT: 
•Isopropylamine salt of glyphosate ................. .41.0% 
INERT INGREDIENTS:.................................. 59.0% 

100.0% 

•contains 480 grams per liter or 4 pounds per U.S. 
gallon of the active Ingredient lsopropylamlne salt of 
N-{phosphonomethyl) glycine. Equivalent to 356 
grams per liter or 3 pounds per U. S. gallon of the 
acid, glyphosate. 

This product Is protected by U.S. Patent No. 
4,405,531. other patents are pending. No license 
granted under any non-U.S. patent(s). 

•shackle Is a registered trademark of Monsanto 
Company. 

eMONSANTO COMPANY 1995 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 

ST. LOUIS. MISSOURI 63167 U.S.A 

EPA Reg. No. 524-339 

NET U.S. GAL. 

EPA Est No. 239-IA-3 21074T1-1FT 
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Monsanto 

Hand Delivered 

Office of Pesticide Programs 
Document Processing Center 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Monsanto Company 

Suite 1100 
700 14th Street, N.W. 
Washington, O.C. 20005 

Attention: Mr. James A. Tompkins (7505C) 
Team Leader (25) 

August 6, 1997 

Subject: Shackle0 C Herbicide (EPA Reg. No. 524-339) 
Exchange0 Herbicide (EPA Reg. No. 524-339) 
Precautionary Language 
Your l etter Dated 14-Jul-97 

Dear Mr. Tompkins 

In response to your letter dated 14-Jul-97, Monsanto submits the enclosed five (5) copies of final 
printed labels for Shackle C Herbicide and Exchange Herbicide. They are: 

Shackle C Concentrate Bulk label [print plate 21074T1-1 FT] 
Exchange 54-gal Drum label [print plate 21006U1-2/53L] 

It appears that the Agency made a mistake in the Glyphosate RED In Attachment 4 in which the 
products were grouped in batches; these products (524-339) were incorrectly grouped with 524-
454. 524-339 is a manufacturing use product that is identical to Roundup Export Herbicide (524-
308), and should have been grouped with the latter Registration Number instead. 

The enclosed labels have Precautionary Language that is identical with that stamped by the 
Agency on 9-Jul-97, when the reregistration of Roundup Export Herbicide was finalized, except for 
the placement of the PPE statements dictated by WPS. Since Shackle C Herbicide and 
Exchange Herbicide are Manufacturing Use products, they do not come under the scope of WPS 
and have the required statements goggle and clothing statements as shown. 

Compared to the labels the Agency received in the correspondence dated 10-Oct-94, the present 
labels contain updated container disposal text and a prohibition against repackaging or 
reformulation without a written agreement. ••• • • • •• • 
Monsanto believes that when the Agency reviews this new information, the reregif lrati'oii of •• : • 
products under this number can be finalized using the present labels. It would be.<;QQfJ..ij;ing aM •• • 
potentially risky to have different label signal words and precautionary language for t,.vQ •different• • 

• • • containers of material that Monsanto knows are identical. •• • • • • • • 

TELEPHONE: (202) 783·2460 FACSIMILE. (202) 783· 2468 

• • ••••• • 
• •• • • • •••• 
••• • • • •• 
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Mr. Tompkins Page 2 
August 6, 1997 

If you have any questions on this matter please feel free to contact me through Dr. Russell P. 
Schneider or directly at 314-694-1582. 

cc: R. P. Schneider 

1?1~ 
Steptien J. Wratten 
Manager, Registrations 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

••• • • • •• • 
• 

• ••• • • •••• 
••• • • • ••• 

• 
• •• • • • •••• 
••• • • • •• 
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Pleas• reed (n$trucdons on revttrs• btdor• comoleti,.,, form. Form Annroved 0MB No. 2070-0080. Ann,ovel exnir"e 2-28-96 

United Statlll § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 232049 Washington, DC 20480 Other 

Application for Pesticide - Section I 
1. Crneny/Product Numbe/ 

5 2l/-·339 
2. EPA Product Manager 

L 
3. Proposod Classification e;,, ~ c:v, kJ fVly,, c\qM~> A- -ro , 
~Nona D Restricted 

/1.~,,l:,;;,d 
. 

4. Company/Product (Nema) f 
E -xc-.,hQH~ 

PM# 25 s ha.<-k.l<t c. •\ 
5. Name and Address of Applicant (Include ZIP c/d,,J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Mc:>ri~ctv,4.o Co ~"i,./..~ l(oo (b)(i), my product is similar or identical in composition and labeling 

7(!)t> I 'Iµ,, -;,-I- N w to: 

w O\f h I"~~ "'"' t, c.. Z-Ot:>0 9 EPA Reg. No. • Chflck if this is s nsw sddrsss Product Name 

Section - II 

Amendment - Explain below. ~ Final printed labels in response to l Y. .. ~CAL -CJ+ Agency latter dated 
Resubmission in response to Agency letter dated • "Ma Too" Application. 

• Notification - Explain below. • Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

F=,11"" l Pr,v,~~ L~h"'''"'J- l '1 Y ~ :r f' 17 n , ~ ~ A~11c1 
'('~ilA~.,\ 

Section • Ill 
1. Material Thi• Product WIii Be Pecka;ed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BYes• BYas B Vas §MMol 
No 

Plastic 
No No Glass -

Certification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Nat Contents Information 4. Siza(s) Retail Container 5. Location of Label Directions 

• Label D Container 
a OnLabal 

On Labeling accompanying product 

8. Manner in Which Label Is Affixed to Product § Lithograph • Other 
Peper Piluad 
Stanoi ed 

Section - IV 
1 . Contact Point {Comp/flt• items directly below for identification of indivldus/ to be contsctfld, if necsssary, to process this app/Jcstion.J 

Name 

g_LAfS~ll p Title /J Telephone No. (Include Area Code) 

D ,. s c/4 tu.,&,. ... ~- ~~&J. ,.,~vfo .. ZOZ-~.8.3 .-z:f>~ 
Certification 

V <..J 6.-Oita •Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and c~pll fS: Ra'13ived 

I acknowledge that any knowingly false or mislaading statement mey be punishable by fina or imprisonment or • •••• 
both under:._applicabla law. •••••• • •• l~ftlmped) 

• • 

2s1,,/1/ ~~J- .. • •• 
3. Title • • • 

~~\, I J"f ~;J.,;;;, _s 
••• 

MC\ J?q 'Y'-(" I • 
• •• • • • 

•· TYP;-;-:,, t~ >, 
J 5. Data •••• 

J. Wrot#~.,,.. ~/6(91- ••• • • • •• 

EPA Form 8570.1 (Rav. 8-941 Previous editions are obsolete. White - EPA Flle Copy (ori;lnal) Yellow - Applicant Copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for this collection of information is Htimated to average 0.85 hour par 
response, including time for reviewing ins tructions, searching existing deta aourcH, ge1hering and maintaining the data needed, and completing and 
reviewing the collection of information. Sand comments regarding the burden 11Gtimat11 or any other aspect of this collectton of information, including 
sugges tions for reducing this burden, to Chief, Information Policy Branch, (2136), U.S. Environmental Protection Agency, 401 M Street, SW, 
Was hington, DC 20460; and to the_ Offio.11 of lnfor~atiori.111Jd i,aguletorv Affair,, Office of Mpnagomont and Budget, Woshi'\gton, DC .20.503." 

INSTRUCTIONS: This form Is to be used for all applications for now ragistratibn, cend use reregistration, amandment...,raaubmission, to applications 
tor notifications , final printed lebeling, reregistration, etc. In ardor to procoBB 'lln application 'for a n!JW registration submitted on this form, ho 
following material must accompany tho application: 

1. Certification with Respect to Citation of Data (EPA Form 8570-29). llf not examp\ed by 40 !=FR 152.81 (17).(4)1; 
2 . Confidential Statement of Formula (EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); • • .. 
4 . Five copies of draft labeling; 
5 . Threa copies of any data submitted; 
6. Authorization letter where applicable; 
7. MatricH where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with ell applications for new registration. Such draft lebals may be 
in the form of typed label text on 8 .5 x 11 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructaq in a way as to (ec_ilitate storage In an 8.5 x 11 Inch file. Mockup labels significantly smaller than 8,5 x 11 inches should be mounted on 
x 11 inch paper for submission. 
Submiealon of Date - Data submitted in support of this application must be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before completing this application. First determine the type of registration 
action, listed in Block A, for which you are submitting this application. For applications submitted In connection with New Registration actions, Sections 
I, Ill, and IV must be completed by tha applicant. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, raregistrations, etc., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for whrch you are submitting this form. • 

SECTION I • This section must be completed, as applicable, for all registration ections. 
. . 

1 Company/Product Number• Insert your Company Number, if one has been usigned by EPA. This number may have been assigned to you •• a 
basic registrant, a distributor, or es an establishmont. If yOYr product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill in tho name end PM number of the EPA Product Manegar. 
3. PropoHd Clualflcatlon - Specify the proposed classificetion of this product. 
4 . Product Name - Enter the complete product name of this pesticide as it will eppaar on the label. The name must be specific to this product only. 

Duplication of names is not permitted among products of the some company. Do not includo any brand name or company line designations. 
5. Name and AddraH of Applicant - The name of the firm or person end address shown in your application is the parson or firm to whom the 

registration will be issued. If you are acting in behalf of another party, you must submit authorization from that party to act for tham in registration 
matters. An applicant not residing in tho United States must have an authorized agent residing in the United States to act for them in ell 
registration matters. The name and complete mailing address of such an agent must accompeny this application. 

6. Expedited Review - FIFRA section 3 (cl 3 (Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that are currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or ldontical to 
your product. The product must be similar or identical in both formulation end labeled uses. 

SECTION II • Thia section must be completed for ell applications submitted to amend tho registration only of a currently registered product 
(Amendment), for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is !!.!U !2 ~ used for a new application for 
registration. 
1. Subja01 of submission - Check the applicable block and provide the Agency letter data if appropriate. Provide • brief explanation of the purpoH(s) 

for the submission, such as "the addition of a site, pest or crop (specify)", • amend the Confidential Statement of Formula by ..• "; • reregistration 
submission•; •general lobe! revision of use directions.• Attach a separate page if additional space Is needed. 

SECTION Ill (Packaging and Container Information) - This Section must be completed for all applications submitted In connection with new 
registration or applicable el)'l&ndments. . • J 
1. Type of~Packatf"-•-9c'.heck the appropriate ·block if your product will be packaged In the indicated packaging types. • 

Indicate the size• of nia individual packets and number per retail contalnar. 
2. Type of Retell Co?itainer - ln<l!ef& ~ a of container in which product will be marketed. 
3. t.ocation of NeJ"0t:itlt•J 118 - Indicate Iha location of the net contents Information for your product. 
4. Size Isl of RataileGon(einer - Specit~ I ha not contents of all retail conteiners for your product. 
S. Location of ua .. DIMictlons • r,.•ate the location of the use directions for your product. 
6. Manner In whrc .. 1wf is afflx4'4, 'AWOduct - Indicated the method product label is enachad to retail contalnor. 

• • • • •••• 
SECTION IV (CQNOct J>oint) • This Section mu·st b"e completed for all applicatlons for Registration actions, i.e., pew products regia.,tration, 
resubmission, •m&-.Q<t: 1aregistration, ate. 

1-5. Self-axplane%orv~ • • 
6. EPA Use Onf,f. ·-
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JUL I 4 1997 

Mr. Stephen J. Wratten 
Monsanto Company 
700 14th Street, N.W. Suite #1100 
Washington, DC 20005 

Dear Mr. Wratten: 

Subject : Shackle C Herbicide (Reregistration) 
EPA Registration No. 524-339 
Your Application Dated October 10, 1994 and June 8, 1995 

The scientific review and evaluation of the subject 
information submitted above have been completed. The following 
are our comments. 

1. The revised CSF submitted June 8, 1995 is acceptable . 

2. Based on the acute toxicology data referenced for EPA 
Registration No. 524-454 (Batch 4) the toxicology categories for 
this product are II for eye irritation, III for acute inhalation, 
and IV for acute oral, acute dermal, and dermal irritation. 

3. The appropriate signal word is "Warning" . 

4. The recommended Precautionary Statements are as follows . 

Causes substantial but temporary eye injury. Harmful if 
inhaled . Wear goggles or face shield. Do not get in eyes or 
on clothing. Avoid breathing vapor or spray mist . Wash 
thoroughly with soap and water after handling. Remove 
contaminated clothing and wash contaminated clothing before 
reuse. 

5. The recommended Statements of Practical Treatment as follows. 

IF ON EYES: Hold eyelids open and flush with steady, gentle 
stream of water for 15 minutes . 

IF SWALLOWED: Call a doctor or get medical attention . Do not 
induce vomiting or give anything by mouth to an unconscious 
person. Drink promptly a large quantity of milk, egg white, 
gelation solution or these are not available, drink large 
quantities of water. Avoid alcohol. 
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IF INHALED: Remove victim to fresh air. If not breathing, 
give artificial respiration, preferably mouth-to-mouth. Get 
medical attention. 

To complete requirements for reregistration, submit five (5) 
copies of labeling bearing the above changes for review and 
stamping. Notify the Agency within 30 days from the date of the 
letter when requested labels will be submitted. 

(7505C) 
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DP BARCODE : D217910 

CASE: 016767 DATA PACKAGE RECORD DATE: 0u/02/95 
SUBMISSION: S490417 BEAN SHEET Page 1 of 1 

***CASE/SUBMISSION INFORMATION*** 

CASE TYPE : REGISTRATION ACTION: 675 RESUBM7SSION 
RANKING 0 POINTS ( ) 
CHEMICALS: 103601 Glyphosate, isopropylamine salt 41 . 0000% 

ID#: 000524-00339 SHACKLE C HERBICIDE BY MONSANTO 
COMPANY:: 000524 MONSANTO AGRICULTURAL CO 
PRODUCT MANAGER: 25 ROBERT TAYLOR 
PM TEAM REVIEWER: EMILY MITCHELL 
RECEIVED DATE: 06/12/95 DUB OUT DATE: 

703-305 - 6800 
703-308-8583 

12/09/95 

***DATA PACKAGE INFORMATION*** 

ROOM : CM2 
ROOM: CSl 

DP BARCODE: 217910 EXPEDITE : N DATE SENT: 08/02/95 DATE RET.: 

•
HEMICAL: 103601 Glyphosate, isopropylarnine salt 
P TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 

I 

ASSIGNED TO 
DIV: RD 
BRAN: FHB 
SECT: PMT-25 
REVR: 

DATE IN DATE OUT 
I I I I 
I I I I 

ADMIN DUE DATE: 10/31/95 
NEGOT DATE: / I 

PROJ DATE: / / 

-

CONTR: 

DP BC 
217496 

I I I I 
I I I I 
I I I I 

***DATA REVIEW INSTRUCTIONS*** 

ATTN: Robert Taylor (Karen Hicks) fYn 25/ 
Attached is a completed package for reregistration of 
product 524-339. 
Inclusive: 
-Correspondences/Administrative (Registrant's submissions 
required by RED) 

-Acute Toxicity Reviews 
-Product Chemistry Reviews 

***DATA PACKAGE EVALUATION*** 

No evalua.tion is written for this data packa!":'e 

***ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION*** 

BRANCH/SECTION 
RSB/PCRS 

DATE OUT 
07/20/95 

DUE BACK 
10/18/95 

INS 
y 

CSF 
y 

241 
1L3 

I 

LABEL 
N 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Mr . Robert w. Street 
Monsanto Company 
Suite 1100 
700 14th Street, N. W. 
Wash., o.c. 20005 

Dear Mr. Street: 

MAY f 3 i996 

The Agency has reviewed the product chemistry and 
precautionary labeling data submitted to support reregistration of 
the following products: 

MON-0139 Technical Solution EPA Reg. No. 524-318 
Protocol Herbicide EPA Reg. No . 524-326 
Roundup L&G RTU Grass & Weed Killer EPA Reg . No. 524-330 
MON 0139 62% Solution EPA Reg. No . 524-333 
RODEO Aquatic Herbicide EPA Reg. No. 52 4-343 
Polado L EPA Reg. No. 524-350 
Ranger Herbicide EPA Reg. No. 524-382 
Shackle Herbicide EPA Reg. No . 524-339✓ 
Fallow Master Herbicide EPA Reg. No. 52 4-390 
Glyphosate Technical EPA Reg. No. 524-421 
Roundup Herbicide EPA Reg . No. 524-445 . 
Expedite Grass & Weed Plus Residual Her bicide EPA Reg. No . 524-449 
Expedite Grass & Weed II Herbicide EPA Reg.No. 524-450 
Roundup L&G RTU Fast ACTG Form Grass & Weed Killer 
EPA Reg. No . 524-451 
Roundup Quik Stik Grass & Weed Killer EPA Reg. No . 5241-452 

Copies of the reviews are enclosed for your records . 

If you have any questions regarding this matter please contact 
Karen P. Hicks at (703) 305-7037 . 

ames A. Tompkins , Deputy 
Fungicide-Herbicide Branch 
Registration Division (7505C) 

@ Printed on Recycled Paper 
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SUBJECT: 

TO: 

FROM: 

THRO: 

DATE OUT: JUL 2 7 1995 

PRODUCT CHEMISTRY REVIEW OF: MP [] EP [X] 
DP BARCODE No.: 217496 REG./File Symbol No.: 524-339 
PRODUCT NAME: Shackle Herbicide by Monsanto, 41% AI 

25 Robert Taylor/Emily Mitchell 
Fungicide-Herbicide Branch 
Registration Division {H7505C) 

Sami Malak, Chemist~~;,;,tW/4 
Product Chemistry Review Section 
Registration Support Branch/RD (H7505W) 

Harold Podall, Section Head a,).7~~/4 ....Ch 
Product Chemistry Review Section 7/- -

BACKGROUND: 

In a previous memorandum the following deficiency was cited: "The 
submitted CSF for this end-use product, Shackle Herbicide by 
Monsanto, Reg. No. 524-339, EPA received 10/13/94, dated 7/16/80, 
is unacceptable: The CSF should indicate the upper and lower 
certified limits of the ingredients." 

With this submission, the registrant submitted a revised CSF. 

CONCLUSION: 

The submitted CSF for this end-use product, Shackle Herbicide by 
Monsanto, Reg. No. 524-339, EPA received 6/12/95, dated 6/795, is 
acceptable. All inerts are cleared for non-food uses. 

RECOMMENDATIONS: 

We recommend for reregistration of this end-use product, Shackle 
Herbicide by Monsanto, Reg. No. 524-339. 

cc: Semi Malak and central File (Reg. No. 524·339> 
H7505ij:RD:RSB:PCRS:CS·1:Rm650:Samf Malak:s.m.:07/27/95:703·308·8392:524·339A 
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June 8, 1995 

Monsanto 
Monsanto Company 
Su,te 1100 
700 14Ih Street.NW 
Wash,nglon, DC 20005 

Document Processing Desk (RED-RD-PM25) 
Office of Pesticide Programs (H7504C) 
U.S. Environmental Protection Agency 
Room 226A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 

Subject: 

Product Manager (25) 

Shackle® C Herbicide/ Excbang~ Herbicide 
EPA Reg. No. 524-339 

•••••• • • • • • 
•••••• • • •• . . . .. . 

• • ••••• 

•••• • • •••• 
•••• • • • •• • 

• 
• • •••••• • 
• • • • • • • •• 

• 
••• • • • •••• 
• ••• • • • ••• 

Glyphosat.e Reregistration Eligibility Decision (RED) 
Submission of Revised Confidential Statement of Formula (CSF) 

Dear Sir: 

On October 10, 1994, Monsanto submitted a Confidential Statement of Formula 
(CSF) dated 9/16/80 for Shackle C herbicide (EPA Reg. No. 524-339) to fulfill the 
product-specific requirements for the reregistration of this product. Monsanto was 
recently informed that the submitted CSF was unacceptable (a copy of the EPA 
memorandum is attached) and therefore we are now submitting a revised CSF for 
Agency review and approval. 

As noted under point #2 of the memo, this formulation is identical to the base 
formulation for RounduP® Export herbicide (EPA Reg. No. 524-308). Accordingly, we 
have revised the CSF for Shackle C so that it is now essentially identical to that for 

TELEPHONE (202) 783-2460 FACSIMILE (202) 783 2468 
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*Product ingredient source information may be entitled to confidential treatment*

p 

r 

-

-

Shackle® C Herbicide 
June 8, 1995 
Page2 

Once approved, this CSF will supersede all previous versions for all bzwi(l-
names under this registration. •••• 

• • • •• • 
If you have any questions regarding this additional information, plelft:M Umtact Russ 
Schneider or me. • • : ••• : • 

•••••• • • • 

Sincerely, 

•• 
••••• • • ••••• 

• •• • • • • •• 
• 

••• 
/}~· .. · y.. . .. 

• • • . . . . 
Sheila A. Schuette, Ph.D. 
Manager, Regulatory Affairs 
(314) 694-7248 

cc: Ms. Emily Mit:chell / EPA Planning and Reregistration 
R.P. Schneider 
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P/t,Nse nt•fl ..!nitructlotu on rev•,..• bt!fore como/eti,.,. fonn. Form Annroved. 0MB No. 2070-0060. Annrovel exnir11a 2-28-95 

Unit11d Stet111 § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 235650 Weshington, DC 20460 Other 

Application for Pesticide - Section I 
1. Compeny/Product Numb11r 2. EPA Product Menag11r 3. Propo111d Classification 

524-339 Robert J. Taylor 
GNone D Restricted 

4. Company/Product (Name) PMI 25 
Shackle® C Herbicide 

5. Name and Address of Applicant (Include ZIP Code} 6. Expedited Review. In accordance with FIFRA.&ection 3(c)(3) • • Monsanto Company (b)(i), my product is similar or identical in comp~iition and labeling 
700 14th Street, N . W., Suite 1100 to: •••• • • • 
Washington, DC 20005 EPA Reg. No. •• • 

... -........ . • Check if this is e new address 
• • • • • • • Product Name ---- •••••• 

Section - II - . 
•• •• • . - . 

~ • 
.. -..... . .. • • Amendment - Explain below. Finel printed labels in respo""• ote • • 

Agency latter dated . -· 

iJ Resubmission in response to Agency letter deted • •Me Too• Application. • • • • ••• 

• • ••• 
Notification • Explain below. Other - Explain below. • • • •• • - -· 

Explanation: Use additional pege(s) if necessary. (For section I and Section II.I 

Submission of revised Confidential Statement of Formula 

Section - Ill 
I I .. I : 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container a Yes• a Yes 8 Vas ~~·-No No 
Plastic 

No Glass 

- rtification must 
If "Yes• No. per If "Yes· No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

ubmitted 
I 

3. Location of Nat Contents Information 4. Size(s) Retail Container 5. Location of Labat Directions 

• ~ Container 
~ On Label 

Label various On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product § Lithograph ~ Other vinyl glued 
Paper ~lued 
Stenci ad 

Section - IV 
. 

1. Contact Point (Comp/st• itsms dirsctly below for identification of individual to b• contacted, if necessary, to process this application.} 

Name Title Agricultural Regulation Telephone No. !Include Area Coda) 

Dr. Russell P. Schneider Director (202) 783-2460 

Certification 6. Date Application 

I certify that the statements I have made on this form and ell attachments thereto are true, accurate and compl11ta. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped I 
both under applicable law. 

2. Signature 3. Title 

£~;;?1:/,,.:t&-, Manager, Regulatory Affairs 

4. T./r,ed Name ( 5. Date 
Sheila A. Schuette, Ph.D. n.~- . ~ /??S-

EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. V White • EPA Fil• Co PY (orl lnal) g Yellow• A lioant Co pp PY 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public r11porting burden for this ooll11otlon of information i11 estimated to average 0.86 hour per 
response, including time for reviewing instructions, Harching alCiating data sources, gathering and maintaining the data needed, and completing and 
reviewing the collection of information. Sand comments regarding the burden estimate or any other aspect of this collection of information, including 
suggestions for reducing this burden, to Chief, Information Policy Brench, (2138), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503. 

INSTRUCTIONS: This form is to be used for all applications for new registration, end use reregistration, amondmont, resubmission, to applicadons 
for notifications, final printed labeling, reregistration, etc, In order to process an application for a new registration submitted on this form, the 
following material must accompany the epplicetion: 

1. Certific ro~t~ wh Respect to Citation of DBta (EPA Form 8570·29). (If not exempted by 40 CFR 152.81 (bl 141); 
2. Confldenffift~etement of Formula (EPA Form 8570•4); 
3. Formule, 4r:lt¥mption Statement (EPA Form 8570-27); 
4. Five coJJ!es M'dreft labeling; 
s. Three copies of any ditl9 :iee,t,itted; 
6. Authorization l8tter w re epi,liceble; 
7. Matricel wtire:applicabl•.• • • 

• • 
Subml .. ion of Lal>JltlnQ • i abaling Piould first be submitted in the form of draft lebel11 with all epplioetlons for new registration. Such draft labels may be 
in the form of typec;"3bel-text o~ 89-:t, 1 inch paper for submission or a mockup of the proposed label. If prepared for mockup, it should be 
constructed in a wayoas to fecilitatd' 91'>fage in an 8.5 ,c 11 Inch file. Mockup labels significantly smaller than 8.S x 11 Inches should be mounted on 8,5 
,c 11 inch paper for ~tib · sion. 
Subml .. ion of Da .,.Aii,3 submitted in support of this application must be submitted in accordance with PR Notice 86-5 . 

•• • • 
1::,,.,._.,..x,.,_,_,,.,_=.,.,_,1.!,,..,,""'-.!.:0...,,;N,,,,.,,,: Please reed the instructions listed below before completing this application. First determine the type of ragistr11tlon 

action, listed in Block A, for which you era submitting this application. For applications submitted in connection with New Registration actions, Sections 
I, Ill, and IV must be completed by the epplicent. For applications submitted in connection with amended reregistration actions, resubmissions, 
notifications, reregistration&, ate., Sections I, II, and IV must be completed by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I • Thie section must be completed, as applicable, for all registration actions. 

1. Company/Product Number - Insert your Company Number, if one hes been assigned by EPA. This number may hava been auigned to you ee a 
basic registrant, a distributor, or es en establishment. If your product is registered, insert the Product Number. 

2. EPA Product Manager - If known, fill In the name and PM number of the EPA Product Manager. 
3. Propo•ed Clagifioadon • Specify the proposed classification of this product. 
4. Product Name - Enter the complete product neme of this pesticide as it will appear on the label. The name must be ,pacific to this product only. 

Duplication of names is not permitted emong products of the sema company. Do not Include any brand name or company line designations. 
5. Nam• and AddreH of Applicant - The name of the firm or person end eddreH shown In your application is the person or firm to whom the 

registration will be issued. If you ere acting in behalf of another party, you must submit authorization from that party to Bet for them In registration 
matters. An applicant not residing in the United States must have an authorized agent residing in the United States to act for them in ell 
registration matters. The name and complete mailing address of such an agent must accompany this eppllcetion. 

6. Expedited Review • FIFRA section 3 (c) 3 {Bl provides for expedited review of applications for registration, or amendments to existing registrations, 
that are similar or identical to other pesticide products that ere currently registered with the EPA. In order for your application to be eligible for 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or Identical t 
your product. The product must be similar or identlcel In both formulation and labeled uses. 

SECTION II • This section must be completed for en applications submitted to amend the registration only of II currently registered product 
{Amendment), for a resubmission in response to an Agonoy latter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to a specific EPA-registered product. This section is !!Q! ~ hi! used for II new application for 
registration. 
1. Subject of eubmluion - Check the applicable block end provide the Agency letter date if epproprlete. Provide a brief explanetion of the purpoee(s) 

for the submission, such as "the addition of II site, peat or crop (specify)"; "amend the Confidential Statement of Formula by .•. "; "reregistration 
submission"; "general label revision of use directions.• Attach a separate page lf additional space is needed. 

SECTION Ill (Packaging and Container Information) • This Section must be completed for all epplicetiona submitted in connection with new 
registration or applicable amendments. 
1. Type of Packaging - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and number per retail container. 
2. Type of Retail Container • Indicate type of container In which product will be marketed. 
3. Location of Net Contente • Indicate the location of the net contents information for your product. 
4. Size(s) of Retail Container • Specify the net contents of ell retail container• for your product. 
5. Location of U• e Direction• - Indicate the location of the use directions for your product. 
6. Manner In which label I• affixed to product - lndlcatsd the method product label is anechad to retail conlltlner. 

SECTION IV (Contact Point) • This Section must be completed for all applications for Registration actions, l.11., new l)roducts registration, 
resubmission, "me-too,• reregistration, etc. 

1 •5. Selr-sxplenatory. 
6. EPA Use Only. 

J 
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DP BARCODE: D217496 

CASE: 016767 DATA PACKAGE RECORD DATE: 07/20/95 
SUBMISSION : S490417 BEAN SHEET Page 1 of 1 

***CASE/SUBMISSION INFORMATION*** 

CASE TYPE: REGISTRATION ACTION: 675 RESUBMISSION 
RANKING 10 ·POINTS () 
CHEMICALS: 103601 Glyphosate, isopropylamine salt 41.0000% 

ID#: 000524-00339 SHACKLE C HERBICIDE BY MONSANTO 
COMPANY: 000524 MONSANTO AGRICULTURAL CO 
PRODUCT MANAGER: 25 TAYLOR 703-305-6800 OM: CM2 
PM TEAM REVIEWER: EMILY MITCHELL -8583 ROOM: CSl 
RECEIVED DATE: 06/12/95 DUE ATE: 12 0 

***DATA PACKAGE INFORMATION*** 

DP BARCODE : 217496 EXPEDITE : N DATE SENT: 07/20/95 
A:HEMICAL : 103601 Glyphosate, isopropylamine salt 
Wlf:>p TYPE: 001 Submission Related Data Package 

DATE RET .: 

CSF: Y LABEL: N 

I 

ASSIGNED TO 
DIV: RD 
BRAN: RSB 
SECT: PCRS 
REVR: 

DATE IN DATE OUT 
I I I I 
I I I I 

ADMIN DUE DATE: 10/18/9; 
N~GOT DATE: / / 

PROJ DATE: / / 

CONTR: 

DP BC 

I I I I 
I I I I 
I I I I 

***DATA REVIEW INSTRUCTIONS*~ * 

Please review the revised CSF for Registratit-n #524-339. 
Attached is also the original review of the CSF that came in 
with the 8 month response. 
If you have any questions please call Emily Mitchell on 
308-8583 . 
**Note** Please return the reviewed package to PRB 3rd Floor 
Crystal Station (CRM-Emily Mitchell ) 

***DATA PACKAGE EVALUATION*** 

No evaluation is written for this data packnge 

***ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION*** 

BRANCH/SECTION DATE OUT · DUE BACK INS CSF 

241 
1L3 ____, 

I 

LABEL 
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UNITED ST A TES ENVIRONMENTAL PROTECTiuN AUt:.Nt;T 

WASHINGTON, D.C. 20460 

MEMORANDUM / 

5"Z4- 339 ✓ 
Subject : EPA Reg. No. : 52 4-454 

From : 

To : 

Mark J. Perry, Biologist 
Precautionary Review Section 
Registration Support Branch 
Registration Division (7505W) 

R. Taylor, PM-25 / E. Mitchell 
~egistration Divisio~ (7505C} 

Applicant : ?~-::msanto Company 
Suite 1100 
7QC 14th St . , N.W. 
WaEhington, DC 200C5 

FORMULATION FROI~ LAB3!...: 

OFFICE OF 
PREVENTION, PESTICIDES ANO 

TOXIC SUBSTANCES 

. % by wt. 
Ac'.:lve L:-;redi2:~t(:q: Glyph•.:sate , N-phosphono-

methyl) -gl yc.:..:-te . . . . . . . . . . . . . . . . . . . . 41. 3 

Total: 

58.7 

100% 

(}2J,, Recycled/Recyclablo 
()- 1'\ Pr1n1ed with Soy/Canola Ink on paper Iha! 
'0(7 contains at loast 50% 1ecycted f1bor 
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BACKGROUND 

Monsanto submitted acute oral, acute dermal, acute 
inhalation, eye irritation, dermal irritation and dermal 
sensitization studies in response to the Glyphosate RED. The~­
subject product, Roundup RT (EPA Reg. No. 524-454), has been 
placed in batch 4 of the RED, therefore, the acute data submitte 
also supports EPA Reg. No. 524-339 . The studies were performed­
by Bio/dynamics and Monsanto and the MRID numbers are 420355-02 
through 420355-07. 

RECOMMENDATIONS 

Previous PRS reviews performed on these studies indicate 
that the ac~te oral, acute dermal, acute ln~alation, eye 
irritation, dermal irritation and dernal se~s~tization studies 
are acceptable. See attached revle~s for $tudy details. 

1. Acute Oral; Acceptable/ Category IV 

2. Acute Dermal; Acceptable/ Category IV 
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IF INHALED: Remove victim to fre~h 
artificial ~8spi~ation, prefe~ably 
attention. 

air. If not 
mouth-to-mouth. 

breathing, 
Get 

give 
medical 

3. The recommended Precautionary Statements are as follows 

Causes 
inhaled. 

substantiul 
Wear goggles or 

Harmful if inju_ry. 
no'.:. get 

but temporary 
face sh~eld. 

eye 
Do in eyes or on 

r:pray rii.:~t. Wash U:oro1,;.ghly 
Remove :o~~aminated clothing 

clothi·1g . A·,•o:.d :)renth:.ng vapor c•r 
urn! wa '.:.9:.:- .-!. fter t..a.::-.dl inq. with soap 

and wash contaminated clothing bef·ore reuse. 
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MEMORANDUM: 

Subject: EPA File Symbol/EPA Reg. No.:524-ULU 

From: Lucy D. Markarian, Biologist½ ;fi/i'?­
Precautionary Review Section I 
Registration support Branch 
Registration Division (H7505C) 

To: Robert J. Taylor, PM 25 
Fungicide-Herbicide Branch 
Registration Division (H7505C) 

Thru: 

Applicant: 

Thomas c. Ellwanger, Section Head_-,::::­
Precautionary Review Section v 
Registration Support Branch 
Registration Division (H7505C) 

Monsanto Agricultural Company 
800 N. Lindbergh Blvd. 
St. Louis, Missouri 63167 

FORMULATION FROM LABEL: 

Active Inqredientls):: % by wt. 
Glyphosate: N-(phosphonomethyl) glycine . .......... 41.3 % 
Inert Ingredient(s): 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

Total: 
58.7 % 

100% 
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BACKGROUND 

The representatives of The Monsanto Agricultural Company, Dr. s 
Hastings, Schneider and Schuette and Ms Kirk, met with Dr. Ellwanger 
and L. Markarian of PRS at Monsanto's request to discuss two tests 
that had been submitted in support of the registration of Mon-52249 
Herbicide under EPA 524-ULU. These tests were considered 
supplementary data at the review of march 1992, and the review 
stated that the inhalation test could be upgraded if the data that 
was missing from the report could be submitted , but a new eye 
irritation study was necessary. 

Monsanto had replied, in writing, presenting their point of view 
about both tests as well as supplying the missing data. The reply 
was studied prior to the meeting by PRS. The conclusions reached 
were presented at the meeting and some of the points discussed . 

After the study of the supplied missing data, it was concluded that 
there really was not enough respirable particles to the test model 
to have a true effect at the alveolar level. What was being 
observed was the effect of the product at other areas where the 
particles were being deposited. The MMAD values did not reveal 
this, because normaliy half of the particles are expected to be 
under the MMAD value. With MMAD at 3.2, 2.2, and 3 . 0, respectively 
for exposure groups I, II, and III, the respirable percentage of 
the particles would be expected to be adequate. This was not the 
case upon examination of the distribution. In fact less than five 
percent in the case of the highest and the lowest concentrations 
were truly respirable. Under 10 t of the middle level was 
respirable. 

The decision to upgrade the data 
cons ide ring: 

and accept it was made by 

1- The difficulty in generating the test atmosphere from such 
a viscous material 

2- That a good effort was made to generate an acceptable test 
atmosphere 

3- The toxicity of the test material, with the exception of 
eye irritation, was in category IV 

The upgraded inhalation test is cons idered core minimum data in 
toxicity category III . 

The eye s tudy still has s ome areas that are not fully agreed upon 
by the representatives of the Registrant and PRS. Whether 
ulceration of the cornea is tantamount to opacity remained 
unresolved. PRS does acknowledge the possibility of small corneal 
ulcerations without stromal involvement. PRS contends that with 
three quarters of the c orneal epithe lium missing, the chances of 
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the base layer of the epithelium staying intact, with the_absence 
of stromal involvement was pretty remote. This was based on the 
observation that the ulceration did not heal by day 7 , as evidenced 
by staining. As the cornea heals downward from the epithelium into 
the stroma, the question" could a superficial ulceration of the 
corneal epithelium last this long without stromal involvement" was 
asked. This question is still unanswered. The participants of the 
meeting were not present at any of the observations; therefore all 
discussion is, in essence, theoretical. What remain are the results 
presented as recorded by the laboratory. These indicate that 
whatever the lesion was, it had healed sufficiently ,by day 10, so 
that the eye did not stain. The absence of staining at that 
interval does not necessarily mean that all has healed. PRS was 
concerned about the results primarily because the product contains 
a good percentage of surfactant. Surfactants are known to cause 
extensive eye damage. What was agreed upon was that the end result 
was the same. 

Also discussed was the use of terminology used by the performing 
laboratory: the reported necrosis that disappeared within 24 hrs. 
Monsanto acknowledged that this was not proper. It was suggested 
that whatever is observed be reported as seen . Rather than calling 
the sloughing of the conjunctiva! epithelium necrosis, a 
superficial lesion could just be cal.led sloughing. This would be 
sign of healing epithelium. As any kind of death of tissue is 
necrosis, the term used is not altogether incorrect, but suggests 
in depth injury which was not present in the conjunctiva. 

PRS recommends the conservative grading of all observations. The 
eye, if the lesion is superficial, will heal without significantly 
changing the toxicity category even if small areas of dense opacity 
or ulceration are observed at the beginning of the test and graded 
with higher degrees of opacity. If the readings are done with 
adequate light and some magnification, as recommended by the 
guidelines, they will be accurate. It is recommended that the 
instruments and the source of light for evaluating the eyes be 
included in the report. 

Upon reviewing all the data again, as well as the arguments 
presented by Monsanto, PRS has made the decision to upgrade the 
presented eye irritation study to core minimum data and accept it 
as support for the registration in toxicity category II. 

It is stressed that a good description of what was done, the 
methodology, the instrumentation, and all of what was truly 
observed in any test is very valuable to the reviewer. Clear 
descriptions are most important in making correct decisions. 
Correct dee is ions, in turn, prevent the necessity of extensive 
correspondence, possible time consuming meetings, but above all 
delays in registration. 
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LABELING 

The signal word is WARNING based on the eye irritation test. 

The precautionary statement must include: 

Causes substantial but temporary eye injury. Harmful if inhaled. Do 
not get in eyes or inhale dust or spray mist. Wear goggles, face 
shield or safety glasses. Wash thoroughly with soap and water after 
handling. Remove contaminated clothing and wash before reuse. 

The statement of practical treatment must include: 

If in Eyes 

If swallowed 

If inhaled 

Hold eyes open and flush with a steady gentle 
stream of water for 15 minutes. Get medical 
attention. 
Drink promptly a large quantity of milk, egg white, 
or gelatin solution, or if these are not available 
large quantities of water. Avoid alcohol. 
Remove victim to fresh air. If not breathing give 
artificial respiration, preferably mouth to mouth. 
Get medical attention 
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Tox Chem No 471AAB Current Date:5/14/92 
Laboratories:Bio/Dynamics, Inc., Mettlers Road, East Millstone, NJ 08875-2360 

Monsanto Company, Environmental Health Laboratory, 
645 a.Newstead Ave . , St. Louis, Missouri 63110 

8 T 0 D y M A T E R I A L 

oral Toxicity MON-52249 
Limit test (rats) Lot RUD-9104-3089-F 
Bio/Dynamics 
6053-91 8/15/91 

Dermal Toxicity " 
Limit Test (rats) 
Bio/Dynamics 
6054-91 8/15/91 

Inhalation Toxicity" 
LD50 study 
Monsanto 

( rats) 

ML-91-136/ EHL 91044 
8/ 28/92 

Eye Irritation 
in Rabbits 

Bio/Dyna.mies 
6023-91 8/15/92 

Dermal Irritation 
in Rabbits 
Bio/Dynamics 
6055-91 8/15/91 

Dermal Sensitization 
in Guinea Pigs 
Bio/Dynamics 

" 

" 

" " 

" " . 

ti " 

,, 
" 

ti ti 

MRID No R E 8 0 L T 

420355-02 LD50> 5 0 0 0 mg/kg 

420355-03 LD'i0>5000 mg/kg 

420355-04 

420355-05 ~ 

420355-06 PII 0.8 
minimally 
irritating 

420255-07 not sensitizer 

8 TOX CAT CORE GRADB 

IV -Guideline 

IV minimum 

III Minimua 
Upgraded 5/ 14/ 92 

II Minimum 
Upgraded 5/14/92 

tv Guideline 

NA Guideline 

-, 
.N 

' • 
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MEMORANDUM: 

Subject: 

From: 

To: 

Thru: 

Applicant: 

EPA File Symbol/EPA Reg. No.:524-ULU 1 ~,,,/ti, Lucy D. Markarian, Biologist 
Precautionary Review Section 
Registration Support Branch 
Registration Division (H7505C ) 

Robert J. Taylor/Vickie Walters, PM 25 
Fungicide-Herbicide Branch 
Registration Division (H7505C) 

Thomas c. Ellwanger, Section Head 
Precautionary Review Section 
Registration Support Branch 
Registration Division (H7505C) 

Monsanto Agricultural Company 
800 N. Lindbergh Blvd. 
st. Louis•, Missouri 63167 

FORMULATION FROM LABEL: 

SZ4- 4S4-

Active Ingredient<sl:: % by wt. 
Glyphosate: N-(phosphonomethyl)glycine) ............. 41.3 t 
Inert Ingredient<s): 

Total: 
58. 7 % 

100.0 % 
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BACKGROUND 

Monsanto Agricultural has submitted six studies for the 
registration of MON 52249 herbicide under EPA symbol 524-ULU. 
RECOMMENDATION 

The oral and dermal toxicity, dermal irritation and sensitization 
tests are acceptable support for the registration . 
The inhalation toxicity is considered supplementary data until such 
time as the requested information as specified in th~ rationale for 
the rating of the test is supplied and found satisfactory. 
The eye irritation study is considered supplementary data . A new 
eye study that evaluates eyes more realistically must be submitted. 

The following is the rationale behind the rating of the submitted 
tests: 

Dermal Toxicity- Core minimum 

1-The test material was applied to a larger area than 
recommended in the guidelines. The guidelines state that the 
test material s hould be applied to 10 % of the body surface, 
not a minimum of 10 %. By shaving the entire trunk, dorswn and 
ventrum, the exposed area was significantly larger than it 
should have been. This minimizes the effects on the skin 
consequently alters the rate of absorption. 

2- Individual doses for rats is not presented. This would have 
given a better idea of the propriety of the area used. 

3- the guidelines state that the test material should be 
applied to the dorsum of the animals. In the test all the 
shaved area, including the ventru.m, was used. 

Inhalation Toxicity- supplementary: upgradeable 

-1-MMAD was calculated only once during exposure . There is no 
assurance that the particle size remained constant during the 
entire exp~sure. 

2- The particle size distribution is not presented. There are 
large differences in the exposure concentrations. Of greater 
concern is the difference in concentration between group 2 and 
1. Group 2 was exposed to 1.3 mg/Land group 1 was exposed to 
5.8 mg/ L. In group 1 the mortality rate was twice that of 
group 2 Since the particle size distribution is not 
presented, it is not possible to determine if less than 
expected mortality in group l was due to a lower percentage of 
respirable particles. Giving the percentage of particles under 
1 um is not enough. 

3-The system of generation of the test atmosphere was 
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different at the highest level. PRS would prefer to have all 
levels of exposure to be generated the same way. This would 
avoid adding a variable to the test system. The presentation 
of the particle size distribution would have been reassuring, 
especially if the distribution at both exposures were 
comparable in percentage at comparable stages. 

4-The summary table of observed symptoms of toxicity must 
agree with the tabulated data for individual observations. 
This was not the case in the presented data. It is not certain 
what symptoms were observed in which group. Group 1 and group 
3 seem to be confused with one another according the way it is 
presented in the report . This needs to be clarified. 

5- The sampling rates and volumes must be specific. It is not 
sufficient to state that it was sampled at a known rate. The 
volumes of sampling must be uniform. It is not explained why 
the volume varied from 5 to 30 L. 

6- It is not clear how opacity of the eye observed at death 
can be attributable to death. A clarification of this as well 
as what is meant by other terminology as :"disuse of limbs", 
and "High pitched sounds" is necessary. Was the "disuse" 
paralysis, and neurological in origin or was it physical 
injury? Were the high pitched sounds due to respiratory 
distress or distress in general? 

The test may be upgraded if the particle size distribution is 
presented and data clarified as mentioned in the above remarks. 

Eye Irritation- Supplementary 

1-The grading of the ocular irritation, contrary to what the 
laboratory believes to be according to EPA grading system, is 
not according to the grading system the guidelines have 
specified. There is no EPA grading system. EPA guidelines have 
adopted the Draize system in its entirety. 

2-Draize makes no distinction between ulceration and opacity. 
Therefore, PRS expects all ulceration and necrosis to be 
graded with the maximum irritation score of opacity. If the 
corneal epithelium is missing due to treatment, as it is 
defined in-the legend, then this is destruction of tissue. If 
evaluated correctly, it is not easily reversible, and 
certainly not within 4 days. 

3-In recording iritis, if it is present at all it is 
remarkable, no matter how slight the observer considers it to 
be, and must be given a numerical evaluation. If it is slight 
enough, the observed iritis will not be persistent, and will 
not influence the toxicological standing of the test. 

4-Necrosis of the conjunctiva is considered in depth injury. 
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PRS is unable to accept necrosis that is present one day and 
disappears the next without leaving a trace, as it is recorded 
in two cases, and in another healed completely within C-our 
days. Necrosis is defined as death of tissue, either as 
individual cells, groups of cells, or in small localized 
areas. The recorded necrosis would have to be in localized 
areas to be observed grossly, since individual cells and even 
small groups of cells would not be observable to the naked 
eye. It is not clear how a group of cells could die and be 
replaced overnight with others, without a trace of the 
destruction. 

A new eye irritation test must be submitted that evaluates the eyes 
more realistically. 

LABELING 

It is not possible to assign a signal word at this time due to the 
supplementary rating of the eye study. 

Upon the presentation of a successful eye study, and supplying the 
missing information from the inhalation test,precautionary label 
will be reviewed. The successful tests at this time do not require 
any precautionary statements. 

& 

111111111 
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DATA RBVIBW l'OR ActJ'l'B ORAL TOXICITY TBSTINQ (§ 81-1) 

Product Manager:25 
MRID No.:420355-02 
Testing Facility:Bio/Dynamics, Inc. 
Author(s) :Donna L. Blaszcak 
speoies :Rat, Spragur Dawley 

Reviewer: L. Markarian 
Report Date:2/11/92 
Report No.6053-91 

Age:9 - 12 weeks old 
Weight :Males 261-284 g, Females 226-252 g 
Souroe:Charles River Breeding Laboratories,Kinqston, NY 

Test Material:MON-52249 Lot RUD-9104-3089-F, yellow liquid 
Quality Assurance (40 en §160.12):Included 

conclusion: 

1. The estimated LDso is> 5000 mg/kg 
2.Tox. category: IV Classification : Guideline 

Procedure (Deviations from §81-1): 

Fasted animals were intubated with the test material as received. 
Observations were at 1, 2, and 4 hrs after intubation, and daily 
thereafter. Body weights were taken before fasting, at initiation 
and on days 7 and 14 and at death. Necropsy was performed on all 
animals. Carbon dioxide euthanasia was used. 

Results : 

. ·~ . -- ,...__.~-~ ~ . . •.<= ~ - ~. 
-~ - -~ 

(Number Killed/Number Tested) 
Dosage mg/kg 

Males Females Combined 

5000 ,.,..,.._ . .,,.,,, .... 
' 0/5 ? 1/5 A - . -. 1/10 

Symptoms, Gross Necropsy Findings: 
One female died on day 2. Symptoms of toxicity included dyspnea, 
wet and dry rales, soft stools and resulting stains, unthrifty 
appearance, abdominal gripe, decreased activity and decreased food 
consumption. 
Dry rales, unthrifty appearance, a~d decreased food consumption 
lasted to termination in one animal. One male lost body weight at 
7 days, and although gained back some of the weight, did not reach 
the pretest body weight at termination. 
At necropsy the female that died showed a swollen uterus and red 
walls of the intestines as well as some autolytic changes. The 
survivors showed discoloration of and red foci on the lungs~ 
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DATA RBVXBW FOR ACUTE DERMAL TOXICITY TESTING (181-2) 

Product Managar:25 
MRID No.: 420355-03 
Testing Laboratory:Bio/ Dynamics 
Author(s):Oonna L. Blaszcak 
Species:Rat, Sprague Dawley 

Reviewer: L. Markarian 
Report Date:3/11/92 
Report No.:6054-91 

Weight:males 253 - 269 g, females 241 - 266 g 
source:Charles River Breeding Laboratories, Inc. 

Test Material:MON 52249, Lot RUD-9104-3089-F, yellow 
Quality Assurance (40 CFR §160.12):Included 

summary: . 

1. The estimated LD~ is> 5000 mg/kg 

Kingston, NY 
liquid 

2. Toz. category: IV Classification: core minimum 

Procedure (Deviation Prom §81-2): 

The trunks of the rats were clipped 24 hr prior to application. The 
test material was applied to the entire shaved area of the animals, · 
covered with 8 ply gauze and overwrapped with plastic secured by 
tape. At 24 hours the wrappings were removed and the test sites 
wiped with wet paper towels. Observations were at 1, 2, and 4 hours 
after application and daily thereafter. There were twice daily 
viability checks. Necropsy was performed on all animals. 
Carbon dioxide euthanasia was used. 

Results: 

Reported Mortality 

(NUMBER IULLBO/NUMBER TESTED) 
DOSAGE mg/kg 

I Males Females combined 
' I 5000 0/5 0/5 0/10 

Symptoms, Gross Necropsy Findings: 

No mortality, signs of systemic toxicity or gross pathology is 
reported. It is stated that no severe dermal reactions were 
observed. 
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DATA RBVID FOR ACUTB IHHALATION TOXICITY TESTING (§81-3) 

Product Manager:25 
M.RID No.: 420355-04 
Testing Laboratory: Monsanto Environmental 

Health Laboratory 

Reviewer: L. Markarian 
Report Date:3/11/92 
Report No. :ML-91-136/ 

Author(s):B.R.Oudek 
species:Rat, Sprague Dawley 

EHL 91044 

Weight:Males 292-325 g, Females 209 - 228 g 
source:Charles River Breeding Laboratory, Portage, MI 

Test Material:MON 52249, Lot RUD-9104-3089-F, Yellow liquid 
Quality Assurance (40 CFR §160.12):Included 

Summary: 

1. LC50 (mg/kg): Males =1.6 (0.33728-8.2727) 
F-ales = 2.a (0.56359-26.410) 
Combined =2.1 (1.0137-4.6700) 

2. Tox. Category: III Classification: · supplementary 
upgradeable 

Procedure (Deviation From §81-3): 

Four hour exposures were in 250 L NY University style stainless 
steel chamber. 

Two types of generation were used. For the 
concentrations (group II & III) the double 
nebulizer and discriminator system, and 
concentration (Group I) the FMI pump/ nebulizer 
create the aerosol. 

two lower chamber 
flask/Laskin type 
at the highest 

system was used to 

The double flask system created a finer aerosol, but was not able 
to create a high enough concentration to determine the LC50 of the 
test material. Each flask contained a nebulizer. The generated 
vapor passed through a particle discriminator before entering the 
exposure chamber,as a result the smaller particle size was 
possible. The discriminator was designed at Monsanto. 
The pump/ nebulizer system consisted of FMI fluid metering 
pump(Model RP-G20) that delivered the test fluid to the liquid 
inlet of the nebulizer. The aerosol was generated by compressed 
dried air delivered to the nebulizer. The resultant atmosphere was 
introduced into the chamber. 

Chamber concentrations were measured four times during each 
exposure by sampling from the breathing zone with glass impingers 
containing 0.1 % Antifoam in water at a known rate (unspecified) in 
s- 30 L volume. It is not stated why such variation was necessary 
in the sampling volume. Analysis was by liquid chromatography. 

Particle size analysis was made using an Anderson Cascade Impactor 
once every exposure at the sampling rate of 28 1pm. Volume of 
sample not specified. 

Chamber air flow, temperature and humidity were monitored 
constantly and recorded at 30 minute intervals. 
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Observations were hourly during exposure but limited by the 
placement of the cages in the chamber. The animals were observed 
immediately after the removal from the chamber and daily 
thereafter. There were mortality checks twice a day. 
Body weights were recorded at initiation and on days 2, 7, and 14. 
Necropsy was performed on all animals. 

RESULTS 
Group III II I 

Mean Concentration mg/L 0.25 1.3 5.8 
analytic 
Range 0.2,-0.28 1 . 1-1.s 5.5-6.0 
MMAD um 3.0 2.2 3.2 
GSD 1.7 1.7 1.8 

Particles< 1 um % 3.9 7.6 3.0 

Mean air flow 1pm 146.4 128.6 102.2 

Mean temperature 0 
C 23.3 23.2 23 . 6 

Mean Humidity % 49.9 54.2 73.9 

MORTALITY 
Males 0/5 3/5 4/5 

Females 0/5 1/5 4/5 
combined 0/10 4/10 8/10 

Symptoms and Gross Necropsy Findings: 

The symptoms of toxicity are reported as dehydration, disuse of 
limbs (paralysis?), labored ,rapid or shallow respiration, high 
pitched sounds, rattling sounds ( not clear if respiratory) nasal 
discharge, periocular encrustation, partially or completely closed 
eyes, focal or general loss of hair, and ocular opacity. These 
symptoms are given as summaries and as individual observations. 
However the individual observations do not agree with the summary 
tables. What is attributed to group 3 in individual observations is 
attributed to group 1 in the summary. 
Necropsy statement says that opacity observed in the eyes of the 
highest level animals were attributable to death. Other 
observations at necropsy as abnormal discharge and encrustation 
from the nose and the turbinates were not considered to be exposure 
related either. 
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DATA RBVIBlf POR ACUTB BYB IRRITATION TESTING (§81•4) 

Product Manager:25 
MRID No.:420355-05 
Testing Lal:>oratory:Bio/Dynamics , Inc. 
Author(s):Donna C. Blaszcak 
Species:Rabbit, New Zealand White 

Reviewer: L. Markarian 
Report Date:3/ 11/92 
Report No.:6023-91 

sex: 3 male and 3 female 
Weight:2.2 - 2.7 K 
Source:Hazleton Research Products, Inc., Denver, PA 

Dosage:0.1 ml . 
Test Material:MON 52249, Lot RUD-9102-2825-F, yellow liquid 
Quality Assurance (40 CFR §160.12):Included 

summary: 

1. Toxicity category: 

2. Classification:Supplementary 

Procedure (Deviations From §81-4): 

Test material as received was instilled in the conjunctival sacs of 
six preexamined right eyes. Left eyes served as control. 
examinations were conducted at 1, 24, 48, 72 hours and on days 7, 
10, and 14, or until all irritation cleared. Scoring was according 
to a method similar to Draize. There were twice daily viability 
checks. 

Result•: ,·. ~ ~~.;;=-,:--::""~ -- -:a.-

(number "positive"/number tested) 

Observations Bour Days 

1 1 2 3 4 7 1.4 21 ,-~ 

Cornea Opacity 0/6 1/6
1 

2/6
2 

1/6 - 1/6
1 0/6 -

Iris 1/6
3 

0/6 0/6 0/6 - 0/6 0/6 -

Conjunctivae -
Redness 6/6 6/6 6/6 5/6 - 2/6 0/6 

Chemosis 6/6 3/6 0/6 0/6 - 0/6 0/6 

Discharge 5/6 0/6 0/6 0/6 - 0/6 0/6 

Necrosis 0/6 0/6 2/6 1/6 - 0/6 0/6 
-1 The draize evaluation system which EPA uses does not distinguish 
between ulceration and opacity. Ulceration must be graded as 
opacity. Ulceration should be graded with grade 4 opacity, as it is 
described as "absence of a gross patch of corneal epithelium", and 
this is considered equivalent to irreversible damage. 
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-2 Dullness observed after the one hour reading cannot be evaluated 
as a negative ~esponse. Grading with+ signs is not included in the 
accepted Oraize Scale. 
-3 If iritis is present at all it must be evaluated with a 
numerical grade of l. As it is stated for grading of opacity, + 
signs are not acceptable according to the Draize scoring system. 
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DATA REVIEW POR S~IN IRRITATION TESTING (§81-5) 

Product Kanager:25 
MRID No.: 426355-06 
Testing Laboratory: Bio/Dynamics Inc. 
Author(s):Donna c. Blaszcak 
Species:Rabbit, New Zealand White 

Age:at least 8 weeks old, Young adult 
Sex:two males & four females 

Dosage:0.5 ml 

Reviewer: L. Markarian 
Report Date:3/11/ 92 
Report No.:6055-91 

Test Katerial:MON 52249,Lot RUD-9104-3089-F, Yellow• liquid 
Quality Assurance (40 CFR §160.12):Included 

Summary: 

1. The Primary Irritation Index =0.8 

2. Toxicity category:IV 

3. Classitication: Guidel i ne 

Procedure (Deviations From §81-5): 

Undiluted test material was applied to the shaved skin of the 
animals at two locations on the dorsum contralaterally. The sites 
were covered with 1 x 1 i nc h gauze and tape. the trunks of the 
animals were wrapped in gauze and covered with porous tape to 
semiocclude the sites. Collars were placed around the necks of the 
animals. At 4 hrs the wrappings were removed and the sites wiped 
with wet paper towels. Observations were made at 30 min, and 24, 
48, and 72 hrs according t o a scale similar to Draize. 

- Results: 

Grade 2 erythema was observed at 30 minutes at 10/12 sites. One of 
these also showed grade 1 edema. At later intervals the highest 
irritation was grade 1 erythema. One animal still showed grade 1 
erythema at 72 hrs. 

Special Comments: 

Guidelines do not require more than one patch per test material. 
Using more than one patch per animal is not encouraged. 
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DATA REVIEW POR S~IN SENSITIZATION TESTING (§81-6) 

Product Manager:25 
MRID No.: 420355-07 
Testing Laboratory:Bio/Dynamics, Inc. 
Author(s):Donna L. Blaszcak 
Species:Guinea Pig, Hartley 

Weigbt:307 - 419 g 
Souroe:Hazleton Research Products, Inc. 

Test Material:Mon 52249, Lot RUD-9104-3089-F, 
Positive control Material:DNCB 
Quality Assurance (40 CFR §160.12):Included 

Reviewer: L. Markarian 
Report Date:3/11/92 
Report No.:6056-91 

Yellow Liquid 

Method:Closed Patch Repeat Insult Dermal Sensitization (Buehler) 

summary: 

1. This Product is not a dermal sensitizer. 

2. Classification:Guide line 

Procedure (Deviation From §81-6): 

A pretest screening was made to define the induction and 
elicitation concentrations, using six guinea pigs and four 
concentrations. Four patches were applied per guinea pig: one each 
at 100 % and dilutions at 50, 25, and 10 \ in distilled water in 
Hilltop chambers. No reaction was observed at any concentration, 
and 100 % was used for inductions and elicitations.· 

The test material was applied to the shaved skin of ten animals, 
undiluted, in 0.3 ml aliquots in Hilltop chambers. The trunks of 
the anima ls were wrapped in i mpermeable plastic and firmly secured 
by elastic bandage wrapped around the trunk also. At six hours the 
wrappings were removed and the sites wiped clean of residue with 
gauze and water. The procedure was repeated three times, once per 
week for three weeks. Challenge was two weeks after the last 
induction at the same concentration and applied similarly at a 
naive site. At the same time ten naive animals were challenged 
similarly. 
Evaluations were made at 24 and 48 hours after each induction and 
challenge applications according to Buehler. 

Reference is given to a series of tests conducted with DNCB 
(induced at 0,5 % and challenged at 0,3 %), the last of which was 
within three months of the presented test. DNCB tests demonstrate 
the ability of the laboratory to induce sensitization. 

Results: 

No reaction was observed after any of the applications at induction 
or at challenge . The test material is not considered to be a 
sensitizer. 
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Tox Chem No 471AAB current Date:3/11/92 
Laboratories:Bio/Dynamics, Inc., Mettlers Road, East Millstone, NJ 08875-2360 

Monsanto Company, Environmental Health Laboratory, 
645 &.Newstead Ave., st. Louis, Missouri 63110 

8 T U D Y 

oral Toxicity 
Limit test (rats) 
Bio/Dynamics 
6053-91 8/15/91 

M A T E R I A L MR:ID No R E 8 U L T S TOX CAT CORE GRADE 

MON-52249 420355-02 LD50>5OOO mg/kg 
Lot RUD-9104-3089-F 

Dermal Toxicity 
Limit Test (rats) 
Bio/Dynamics 
6054-91 8/15/91 

II 

Inhalation Toxicity 11 

LD50 study ( rats) 
Monsanto 
ML-91-136/EHL 91044 
8/28/92 

Eye Irritation 
in Rabbits 
Bio/Dynamics 
6023-91 8/15/92 

Dermal Irritation 
in Rabbits 
Bio/Dynamics 
6055-91 8/15/91 

Dermal sensitization 
in Guinea Pigs 
Bio/Dynamics 
6056-91 9/9/91 

II 

II 

II II 

II II 

II II 

II II 

II .. 

420355-03 LD50>5OOO mg/kg 

420355- 04 

420355-05 

420355-06 PII 0 . 8 
minimally 
irritating 

420255-07 not sensitizer 

IV 

IV 

IV 

HA 

Guideline 

minimum 

Supplementary 
Upgradeable 

supplementary 

Guideline 

Guideline 

~ ...... .. 
. ., 
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DP BARCODE: D209471 

CASE: 016767 DATA PACKAGE RECORD DATE: i l/17/94 
SUBMISSION: S475334 BEAN SHEET Page 1 of 1 

***CASE/SUBMISSION INFORMATION*** 

CASE TYPE: REGISTRATION ACTION : 674 8 MNTH RESP-PROD SPC DATA 
CHEMICALS: 103601 Glyphosate, isopropylamine salt 41.0000% 

MONSANTO ID#: 000524-00339 SHACKLE C HERBICIDE BY 
COMPANY: 000524 MONSANTO AGRICULTURAL CO 
PRODUCT MANAGER: 25 ROBERT TAYLOR 703-305-6800 

703-308-8583 
04/11/95 

PM TEAM REVIEWER: EMILY MITCHELL 
RECEIVED DATE : 10/13/94 DUE OUT DATE: 

***DATA PACKAGE INFORMATION*** 

DP BARCODE: 209471 EXPEDITE: N DATE SENT: 11/17/94 
~ HEMICAL: 103601 Glyphosate, isopropylamine salt 
w,iP TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE 

DIV : RD I I I I NEGOT 
BRAN: RSB / / / / PROJ 
SECT: I I I I 
REVR : / / / / 
CONTR: / / / / 

***DATA REVIEW INSTRUCTIONS*** 

ATTN: Tina Levine 

ROOM: CM2 
ROOM: CSl 

DATE RET.: / 

DATE: 02/15/95 
DATE : / / 
DATE: / / 

Please review 8 month response for acute tox~~ity studies. 
This product is identical to Monsanto's Roundup Export 
Herbicide Reg. #524 -308 . 

• 
DP BC 
209426 

***DATA PACKAGE EVALUATION*** 

No evaluation is written for this data package 

***ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION*** 

BRANCH/SECTION 
RSB 

DATE OUT 
11/16/94 

DUE BACK 
02/14/95 

INS 
y 

CSF 
y 

241 
lL3 

I 

LABEL 
y 
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DATE OUT: APR 2 4 1995 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: MP [] EP [X] 

TO: 

FROM: 

THRO: 

DP BARCODE No.: 209426 REG. / File Symbol No.: 524-339 
PRODUCT NAME: Shackle Herbicide b~ Monsanto, 41% AI 

25 Robert Taylor/Emily Mitchell 
Fungicide-Herbicide Branch 
Registration Division (H7505C) 

Sarni Malak, Chemist J2,,;J'1i~ 
Product Chemistry Review Section 
Registration Support Branch/RD (H7505W) 

Harold Podall, Section Head 1tl'pjz//7,,,,,. 
Product Chemistry Review Section 

SUMMARY OF FINDINGS: 

1. A Reregistration Eligibility Document (RED) for Glyphosate, 
Case #0178, was published during September, 1993. Generic 
data requirements was determined to be substantially complete. 

2 . This end-use product, Shackle Herbicide by Monsanto, Reg. No. 
524 - 339, is similar to Monsanto's Roundup Export Herbicide, 
Reg. No. 524-308. Product chemistry data for Reg. No. 524-308 
was previously submitted and found adequate in support of the 
reregistration requirements (D #209406, S. Malak, 12/20/ 94). 

3. The submitted label for this end-use product , Shackle 
Herbicide by Monsanto, Reg. No. 524-339, EPA received 
10/ 13/94, is acceptable. 

4. The submitted CSF for this end-use product, Shackle Herbicide 
by Monsanto, Reg. No. 524-339, EPA received 10/ 13/94, dated 
7 / 16/ 80, is unacceptable: The CSF should indicate the upper 
and lower certified limits of the ingredients. 

RECOMMENDATIONS: 

After resolving Finding 4 above, we recommend for reregistration of 
this end-use product, Shackle Herbicide by Monsanto, Reg. No. 524-
339. 

H7SOSW:RD :RSB: PCRS:CS- l: Rm6S0:Sami Malak:a.m.: 04/24 / 9S:703-308 - 8392 :5 2 4-339 . 
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' DP BARCODE: D209426 

CASE: 01676~ ''\ 
SUBMISSION: S47533~ 

DATA PACKAGE RECORD 
BEAN SHEET 

***CASE/SUBMISSION INFORMATION*** 

DATE: 11/16/94 
Page 1 of 1 

CASE TYPE: REGISTRATION ACTION: 674 8 MNTH RESP-PROD SPC DATA 
CHEMICALS: 103601 Glyphosate, isopropylamine salt 41.0000t 

ID#: 000524-00339 SHACKLE C HERBICIDE BY MONSANTO 
COMPANY: 000524 MONSANTO AGRICULTURAL CO 
PRODUCT MANAGER: 25 ROBERT TAYLOR 
PM TEAM REVIEWER: EMILY MITCHELL 
RECEIVED DATE: 10/13/94 DUE OUT DATE: 

703-305-6800 
703-308-8583 

04/11/95 

***DATA PACKAGE INFORMATION*** 

DP BARCODE: 209426 EXPEDITE: N DATE SENT: 11/16/94 
CHEMICAL: 103601 Glyphosate, isopropylamine salt 

.aP TYPE: 001 Submission Related Data Package 

... CSF: Y LABEL: Y 

ROOM: CM2 
ROOM: CSl 

DATE RET.: I 

ASSIGNED TO DATE IN DATE OUT 
DIV: RD / . / / / 
BRAN: RSB / / / / 

ADMIN DUE DATE: 02/14/95 
NEGOT DATE: / / 

PROJ DATE: / / 
SECT: / / / / 
REVR : / / / / 
CONTR: / / / / 

***DATA REVIEW INSTRUCTIONS*** 

Please review 8 month response for product chemistry. 
This product is identical to Monsanto's Roundup Export 
H~rbicide Reg . #524-308. 

***DATA PACKAGE EVALUATION*** 

4I No evaluation is written for this data package 

***ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION*** 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF 

\ 

\ 
.. 

241 
lL3 

I 

LABEL 



128

-

-

October 10, 1994 

Monsanto 
Monsanto Company 
Su,te t 100 

700 141n Slree1 NW 

Wash,ng1on D C 20005 

Document Processing Desk (RED-RD-PM25) 
Office of Pesticide Programs (H7504C) 
U.S. Environmental Protection Agency 
Room 226A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

Subject: Shackle~ C Herbicide (EPA Reg. No. 524-339) 
Exchange® Herbicide (EPA Reg. No. 524-339) 
Submission of Product-Specific Data and Labeling 
Glyphosat.e Reregistration Eligibility Decision (RED) 

Dear Sir: 

• • •• •••• • 
•••• • • •••• 

• 
• • •••••• • 
• • • • • • ••• 

• 
• •• • • • •••• 

•••• • •••• 

As required by the Glyphosate Reregistration Eligibility Decision (RED) document, 
Monsanto is enclosing the following product-specific information on Shackle® C 
Herbicide and Exchange® Herbicide (EPA Reg. No. 524-339): 

• Application for Reregistration (EPA Form 8570-1) 
• Five (5) copies of the Labeling (see below) 
• Product-Specific Data (see below) 
• Two (2) copies of the Confidential Statement of Formula 
• Certification with Respect to Citation of Data (EPA Form 8570-31) 

These manufacturing use products are identical to Roundup® Export Herbicide (EPA 
524-308); please refer to the product-specific data submitted under EPA Reg. No. 
524-308 to support the products registered under EPA Reg. No. 524-339. 

TELEPHONE (202) 783-2460 FACSIMILE (202) 783 2468 
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Shackl~ C Herbicide 
Exchang~ Herbicide 
October 10, 1994 
Page2 

Five (5) copies of the following labels are also enclosed: 

• Shackle® C Herbicide 54 Gallon Container Label {MAP-2233.12/53L) 
• Shackle® C Herbicide Bulk Container Label (MAP-2233.13/53L) 
• Exchange® Herbicide 54 Gallon Container Label {MAP-2975.01/53L) 
• Exchange® Herbicide Bulk Container Label {MAP-3207.01/53L) 

If you have any questions regarding this submission, please contact Russ Schneider 
orme. 

cc: R.P. Schneider 
L.A. Suba 
KA.Buteau 

Sincerely, 

;,~a.~ 
Sheila A. Schuette, Ph.D. 
Manager, Regulat.ory Affairs 
{314) 694-7248 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
•••• • • •••• 

• 
• • •••••• • 
• • • • • • ••• 

• 
••• • • • •••• 

•••• • •••• 
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Please read ln,truct/0111 on revt,n• "•'ore comafeti,.,. form. Form AnnrovAtf 0MB No 2070-nnRr. Annrova! •YnirH 2-28-95 

United Slates w Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 219272 Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 524-339 2. EPA Product Manager 3. Proposed Classification 

Robert J. Taylor Q Nona D Restricted 
4. Company/Product (Name) Shackle® C Herbicide PMI 

Exchange® Herbicide 25 

5. Name and Address of Applicant (Include ZIP Cod11} 6. Expedited Reveiw. In accordance with FIFRA Section 3(cl(3) 

Monsanto Company (bl(il, my product is similar or identical in composition and labeling 

700 14th Street , N .W., Suite llOO to: 

Washington, DC 20005 EPA Reg. No. 

• Ch11ck if this is s nt1w t1ddrt1ss Product Name 

Section - II 

4lS Amendment • Explain below. • Final printed labels In rapsonse to 
Agency letter dated 

• Resubmission in response to Agency latter dated • "Ma Too" Application. 

• Notification• Explain below. • Other• Explain below. 

Explanation: Use additional paga(s) if necessary. (For section I and Section II .) 

Application for Reregistration 

Section - Ill 
~ 

1. Material Thia Product Will Ba Paclcaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

WYes W Yes 8 Yes t~r~ Plastic 
No No No Glass 

• Certification must If "Yes• No. par If "Vas• No. par Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitt8d 
I 

3. Location of Nat Contents Information 4. Siza(s) Retail Container 5. Location of Label Directions 

• Label ~ Container 54 gal; bulk ~ On label 

6. Manner in Which Label is Affixed to Product § Lithograph ~ Other vinyl glued 
Paper ~luad 
Stanci ad -· 

Section - IV ••••• • • 
1 • Contact Point (Complete items dirt1ctly below for identification of individual to b11 contscted, if n11cfJSS11ry, to proc9Ss thfs appJJMIJoe,,.J ----Name Title Agricultural Regulation l'.re111¥>na No. Un&luda Area Coda) 

Dr . Russell P. Schneider Director . • (~O~ ) 7&3-2 ¥-60 
• ••••• 

Certification • ; 
6. D1 ta Ae pllcation •• 

I certify that the statements I have made on this form and all attachments thereto era true, accurate and CCMIJ'Pail• . flnei~~ 
I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisonrne~ . • • (Gtampedl 
both under applicable law. • •• • • • 

2. Signature 3. Title •••• 

t,1 ~, i..,/ ;2. 
•••• 

L1.u Manager, Regulatory Affairs • •••• -
4. 1yped Name I 

5. Data 
Sheila A. Schuette, Ph.D. October 10, 1994 

/~o/9y 
EJ>A Form 8570-1 (Rev. 3-94) Previous editions are obsolete. Whlte • EPA File Copy (orlginel) Yellow - Appnoant Copy 
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PAPERMOll llEDUCTIOI ACT im1CE' and IIISTm.ETICIIS 

PAPERIIORK REDUCTION ACT NOTICE: Plbtlc ,..-tll'II blrdln fef' dlfa collectian of informtfan is esthr:,ted 
to 1MN"ll8e o.as hour per- f'eSP.)Me. includirv tf• for N!riari,_ f•tructiGN. seardii~ C!llistirv dim sources, gatherire a1d 
mfntainina the data needed, and CCJll)leti,v n N'Vf•ina tlie c:ollectlan of infcwaticin. send ~• regarding the tu-den 
estf•te °' ..,, other aspect of this collectfcn of fnfclratfan. fncliaffl'II suggestions for .--.ct,v this burden, to ll>ief, 
lnforation Pol icy Br-anch, PM-223, U.S. Erl'l1ru-.tlll Protectfcn "'1fMl:f. 401 II Street, SV, IIMhlngton. DC 20460; and to the 
Office of lnforation and Re1111latory Affair-a, Office of 1111111 a It .,.. ....,t, Yllhinciton. DC 20503. 

INSTRUCTIONS: Thi• fora is to be 111.fld for all a111,Ucatf- ffr w N9iatr-atian, end use r-eregfatratlon, wd1e11t, 
resutai•ion, to appl ieations for nottffeatfona, final prinbd labeling. reregistration, etc. In order to process an 
8f1Pllcation for•,_ revfstr• tfon ~itted an this fc.w. tM foll.tne -tenal -tac;~ the lf!Plic:• tlon: 

1. certification with Respect to Citation of Data (EN F- llm>-29). Clf not ampted ~ 40 CFR 152.81 Cb) (4>1; 
2. Ccnfidentlal Stat-,,.t of Foraala (EPA Fora 851'0-4); 
3. Fo,...lator•s Ex~tion SUt~t (EPA Fona f//S70-Z1);" 
4. Fiw copies of draft label Ing; 
5. Three copies of ttl'l'f data ...,_.tted; 
6. Authorization letter lliere IR)licable; 
7. Metri c:es where applicable. 

S\aiasion of Labelfna • Labeling should first be .._.tt:ed In tllie fora of G'aft labels widl all IR)licatims for new 
registration. Such dr-aft labels aay be fn the fora of tw-1 label tat an 8.S • 11 indt paiper- °" a ~ of the propoaed 
label. If prepared aa a aock\.f>, ft should be canatructed in IUdl a-,• to facilitate •t°"81 in sn 8.5 x 11 fncb file. 
Noc~ labels significantly saller- than a.s x 11 indlaa IIIIGutd ba auwted on a.5 x 11 inctl paiper- for S4.Dlisaion. 
5'iaiaion of Data· Data sliaitted in~ of this IIAJlicatlan -t la aa.taitted in accofdlnce with PR llotice 86·5. 

SPECIFIC INSTRUCTIONS: Please reed the inatNCtlcn lflltld bel011 before ~eti,v dais as:.>lfc:atfon. First -
detenaine the type of registration action, listed In llact. A. fvr •ic:A you.-. .-ittinl dtis IR)l lcation. For 
wlfeatfons subnlltted in cornection with Mew leti•tratlan ar:ticn. s.:tiars 1. 111, and IV -t be ~leted ~ tho 
applicant. For applications sliaitted in ccn1Ktion vltll ~ nwistratian actions. re&missiona, notifications, 
ref'e9istr-ations, etc., sections I, II, and IY -t be Cl:llpleted bJ die applic:mt. 
lloct A - Check the appropr-fate action for lilich you se .._ttf11;1 tllfa ,-._ 

SECTION I - Thia sec:tfon -t be CC1111>leted, • applicable, ffr all nelatration actions. 
1. CGlpMy/PrOCllct ___,. - lrsert )l'OUr ~ ...... if - ._been_,.,_~ EM. Thia rulber aay ha~ been r:safgned 

to you a a bufc registrant, a diatributot", or• sn at:11111..._.. If lO' pl"OCi,tt is regfstenid, lnnrt the Pro4lct 
IIUllbff. 

2. EPA Procb:t lllanlger - If know!, ffll in the,_ ..S FIi ........ of ta EN PndAct ~-
3. h-clpoNd Cl-ification • Specify the pNlpCIMd ct .. ificatlon flf dlfa prod.ct. 
4. Prm.ct ._ • Enter the c<Jlll)lete procb:t ,_ of tllfa pesticide• it trill IIIFP=I'" on the label. The name a,st bo 

specific to this procb:t only. DI.pl fcatfon of ,_ ts nait pendtted _.. procl,cta of the sae caapeny. Oo not Include 
ttl'l'f brand nae or COIIIPll1V line daaiptlons. 

5. llae ..S Adlreu of AIJpliClnt - The.- of the fira or penan and~ thcMI fn ywr application ta the penan or fir11 
to~ the regiatratian vftl be issued. If you are actfrw in bdalf of mottacr JlirtY. y,ou -..st Slblft author'izetion frua 
that perty to act for- th• in registration •tt.,... Jin wlic:ant not raiding in the ll'lited States IUSt hove an 
authorized agent residing in the Unft9d States to ect for dim In all re,lstratfon •tun. The nmc and COl!Plete •fling 
addreu of such 11n agent aat ace 91w-,, this IR)l feat fan. 

6 . Elllpedited iteyia, - Flru section 3 (c) 3 (I> provides for ...-ffted revl• of 1111)4.icatiCJl'B for registration, 01 ae.d11eotg; 
to existing registrations, that are silllilar- or Identical to__. pesticide procl,cts that we arrently registered with 
the EPA. In order for your appl icatfon to be el i9ible for opeditad rwi•. )11111 a.at provide ua with the EPA Registration 
NU!lber- and prodl.lr::t nae of the procuet )11111 bel iew ia af.rlar to or idlntical to yai.r pracllct. TIie pr~t .. t be 
al• ilar or Identical In both forailatlon ..S labeled ..... 

SECTION II • This section -t be ca1pleted fOf' all applfcati- ataittal to actd tlle reaistration only of a ~r-ently 
registered procb:t (Aandalnt), for a ,..._iufon in ,-.-- to an AlllftcY letter. for llllltiflcationa to the Agency, for the 
s\atuion of final printed label 1111, for ,....,iatratfon ... ffr .,, __. action that pertains to • specific feA·r:ai1tered 
ptOCl,ct. Thia section fa !!21 .t2 ,a 111.fld for• w IIAJlic:atl• fvr Nllfstntfcn.. 
1. su»Jec:t of .-1 .. ion • Check. the IR)Ucable blCJd ..S prwfda tM ,-,,,,C., lettw date if ......-iate. Provide • brief 

explanetfon of the purpoae<•> for the ldaiuion, adl • -... adllitf• of • aite .... t or crap (iplCify)•; •-,it the 
Confidlntiat Stataent of Foraila ~ ••• •; •,..,...latratfan .._.•lad'; ...-.1 lailel reriaim, of we directions.• Attach 
• ..,.,.~':'. ~ If additional 1fJeC9 fs ...tad. 

- 1'1a Sec:tfan -t a. ~eted for all 1111)4. icationa 
---itted ft\ tlon with na11 res1iatration or applicable w I Its. 
1. Tw- of ~•.-. • ~ l he ......-iate blCJd If JIIU" ...-,ct trill la fl •,..t in tllie irdicated pec:bging ~-

Indicate tfie afze ot- tlle IIJC)lvlCMSl pecbta ... nallar par Ntafl cmtal.--. 
2. Tw- of m.tU: tanta1mr - Indicate type of cantalNI' In .. ,_. pl'llll&'t vfll la wbt;;d. 
3. l.Gcatlan of M CGntJil'6' 1 -specify the net ccnttnta of au relall an1al.-. fw lO' pr4llllct. 
4. Sfze(a) of lat.ail CGrwtlfi.-r · Specify the net c:antlllb of all retafl cac.al...-. fw JIIU" pra:b:t. 
5. Lacatt-C ('f .Qll1t Dlrec\MN.- Indicate the locatian of tM ... dlrctf- ffr ,aur ...-,ct. 
6 • ...._ In -,.1c:1a l•t .9!nflaed • ,r-.c:t - Indicate • ..._ ..,.a.:t label fa attadled to retail contairwr. 

SECTION ~ -~ ontact Point) - Thia SectlCII -t be QIIIIPlebil ffr all applic:ati- ffr -••tration actfons, 1 •••• 
n111 Pf"OOICt•lli stratlon, r__._iulon, •--too,• ,...1atnt1-. de. 
1-5. S.tf·-f'llllatory. 

6. EPA UM ~yt 
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United States Environmental Protection Agency 
WHhington, DC 20480 

Certification with Respect to Citation of Data 

Form Approved 
0MB No. 2070-0060 
Approval E,q,irN 11-30-93 

Applicant• Name end Addren 

Monsanto Company 

EPA File Symbol/Regietration Numb« 
524-339 

Product Name Shackle® C Herbicide 
Exchange® Herbicide 

700 14th Street, N.W., Suite 1100 
Washington, DC 20005 

Signetur• 

Signature 

Date of Application 

October 10, 1994 

NOTE: If your produa is a 100% rcpiickaging of another EPA-registered produa that you purchase, and 
is labeled for the same uses, you do not need to submit this form. You must submit the Formulator's 
Exemption Statement (EPA Form 8570-27). 

1. This application is supported by all data submitted or cited in the application. In addition. if cite-all 
options arc indicated, this application is supported by all data in the Agency's files that concern the 
properties or effects of this produa that is identical or substantially similar, and that is one of the types 
of data that would be required to be submitted if this application sought the initial registration of a 
product of identical or similar composition and intended uses under the data requirements in effect on 
the date of apropval of this application. (Check the appropriate boxes., in items 2 and 3 below, that 
pertain to your application.) 

2. I certify that, for each study cited in support of this application for registration that is an exclusive use 
study, 

lxl I am the original submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that study9 

3. I certify that, for each study cited in support of this application for registration that is not an exclusive use 
study: 

a. 1x1 I am the original data submitter•; or 

I I I have obtained the written permission of the original data submitter to cite that study9; or 

b. I I I have notified in writing the companies that have submitted data I have cited to support this 
application and have offered to: (a) Pay compensation for those data in accordance with section 
3(c)( l)(D) and 3(c)(2)(D) of the Federal In.secticide, Fungicide and Rodcnticidc Act (FTFRA); 
and (b) Commence negotiations to determine which data arc subject to the compensation 
requirement of FIFRA and the amount and terms of compensation due, if any. The companies I 
have notified arc: (Chcclc one) 

I All companies listed on the Pesticide Data Submitters List for all active ingredients contained 
in my product ( cite-all method or cite-all option under Selective Method•). (Also, &ign the 
General Offer Statement below.) 

• • •••••• I Those companies that have submitted the studies which I have cited (Selective ntethod•) . 
•••• • • 

• A Data Matrix identifying these studies is attached. (Note: a Data Matrix is not required 1Mft:r the 
cite-all method.) : • •: •: • 

• • • • •••••• 
Name end Title 
Sheila A. Schuette , Ph .D. 
Manager, Regulatory Aff airs 

• • • • • ••••• • ••• 
•• :october lD, 1994 

General Offer to Pay: I hereby offer and agree to pay compensation ro olher 
persons, with regard to the approval of this application, to the extent required. 

••• • • • •••• 
• ••• • •••• 1··~ ~· ,.. lo ... 

EPA Form 8570-29 IRev-7-911 
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EXCHANGE,., 
HERBICIDE BY 

Monsanto 
Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 

FIRST AID: IF IN EYES, immediately flush with plenty 
of water for at least 15 minutes. Get medical attention. 

IF ON SKIN, immediately flush with plenty of water. 
Remove contaminated clothing. Wash clothing before 
reuse. 

IF SWALLOWED, this product will cause gastrointes­
tinal tract irritation. Immediately dilute by swallowing 
water or milk. Get medical attention. 

NOTE TO PHYSICIAN: Probable mucosa I damage may 
contraindicate the use of gastric lavage. 

IF INHALED, remove individual to fresh air. Get med­
ical attention if breathins diffir.ul~)l,r.ievelops. 

In case of an emerg~ iri\J\1vinii his product, 
Call Collect, day or n~ (~!1) ~~-

Environmental Hazards 

Do not apply ~ irectl:, t o water;, te is,eas ~l'l~re>Vface 
water is pres61;1t.or?k> interlioal a11eas betow ths mean 
high water m:!rlt !lo ~of catf\ami!Sate•wate; wOOfl dis-
posing of equiprl'lent"wash..tmtrs.• • • 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored us­
ing only stainless steel, aluminum. fiberglass, plastic or 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLU­
TIONS OF THIS PRODUCT IN GALVANIZED STEEL OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CON­
T Al NERS OR SPRAY TANKS. 

This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which 
may form a highly combustible gas mixture. This gas mix­
ture could flash or explode, causing serious personal in­
Jury, if ignited by open flame, spark, welder's torch, 
lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any 
manner inconsistent with its labeling. 

Storage and Disposal 

Do not contaminate water, foodstuffs, feed or seed by 
storage of disposal. 

DISPOSAL: 
Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed 
of in a landfill approved for pesticide disposal or in 
accordance with applicable Federal, state or local 
procedures. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

Triple rinse emptied bulk containers. Then offer for 
recycling or reconditioning, or dispose of in a manner 
approved by state and local authorities. 

FOR MANUFACTURING, REFORMULATION AND 
REPACKAGING AS A HERBICIDE ONLY. 

Em In case of an emergency involving this product, 
Call Collect, day or night, (314) 694-4000 

LOT NO. ® 

--CTIVE INGREDIENT 
* Glyphosate, N-(phosphonomethyl) glycine 

in the form of its 1sopropylamine salt 
INERT INGREDIENTS: 

41.0% 
59.0% 

100.0% 
~contains 480 grams per litre or 4 pounds per U.S. 
gallon of the active ingredient, glyphosate, in the form 
of its isopropylamine salt. Equivalent to 356 grams per 
litre or 3 pounds per U.S. gallon of the acid, glyphosate. 

This product is protected by U.S. Patent No. 4 ,405,531. 
Other patents pending. No license granted under any 
non-U.S patent(s). 

LIMIT OF WARRANTY AND LIABILITY 
This Company warrants that this product conforms to 
the chemical description on this label. NO OTHER 
EXPRESS WARRANTY OR IMPLIED WARRANTY OF 
FITNESS FOR PARTICULAR PURPOSE OR MER­
CHANTABILITY IS MADE. This warranty 1s also sub1ect 
to the conditions and limitations stated herein. 
Buyer and all users shall promptly notify this Company 
of any claims whether based in cont ·act, negligence, 
strict liability, other tort or otherwise. 
Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions be­
yond the control of this Company, including, but not limit­
ed to, uses or applications in any manner not explicitly 
set forth in this label or application to or contact with 
desirable vegetation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
ANO THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY AND ALL LOSSES, 
INJURIES OR DAMAGES RESULTING FROM THE USE 
OR HANDLING OF THIS PRODUCT (INCLUDING 
CLAIMS BASED IN CONTRACT, NEGLIGENCE, STRICT 
LIABILITY, OTHER TORT OR OTHERWISE) SHALL BE 
THE PURCHASE PRICE PAID BY THE USER OR BUYER 
FOR THE QUANTITY OF THIS PRODUCT INVOLVED. 
OR, AT THE ELECTION OF THIS COMPANY OR ANY 
OTHER SELLER, THE REPLACEMENT OF SUCH 
QUANTITY, OR, IF NOT ACQUIRED BY PURCHASE, 
REPLACEMENT OF SUCH QUANTITY. IN NO EVENT 
SHALL THIS COMPANY OR ANY OTHER SELLER BE 
LIABLE FOR ANY INCIDENTAL, CONSEQUENTIAL OR 
SPECIAL DAMAGES. 
Buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY ANO LIABILITY 
which may not be varied by any verbal or written 
agreement. 

© MONSANTO COMPANY 1992 
"'Exchange is a trademark of Monsanto Company. 

®Registered trademark of Monsanto Company. 

EPA Reg. No. 524-339 

PACKER NET gal 

EPA Est. 524-LA-1 MONSANTO COMPANY • AGRICULTURAL PRODUCTS • ST. LOUIS, MISSOURI 63167 U.S.A. MAP-3207.0l/53L 
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A LIMIT OF WARRANTY AND LIABILITY 
fhi~ mpany warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
WARRANTY OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANT ABILITY IS MADE 
This warranty is also sub1ect to the conditions and limitations 
stated herein. 

Buyer and all users shall promptly notify this Company of any 
claims whether based in contract. negligence, strict liability, 
other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions beyond 
the control of this Company, including, but not limited to 
uses or apphcations In any manner not explicitly set forth in 
this label or application to or contact with desirable vege• 
tat1on. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HANDLING 
OF THIS PRODUCT (INCLUDING CLAIMS BASED IN CON 
TRACT, NEGLIGENCE, STRICT LIABILITY, OTHER TORT OR 
OTHERWISE) SHALL BE THE PURCHASE PRICE PAID BY 
THE USER OR BUYER FOR THE QUANTITY OF THIS 
PRODUCT INVOLVED, OR, AT THE ELECTION OF THIS 
COMPANY OR ANY OTHER SELLER, THE REPLACEMENT 
OF SUCH QUANTITY, OR. IF NOT ACQUIRED BY PUR· 
CHASE, REPLACEMENT OF SUCH QUANTITY . IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER BE 
LIABLE FOR .ANY INCIDENTAL, CONSEQUENTIAL OR 
SPECIAL DAMAGES 

Buyer and all u::.ers are deemed to have accepted the terms 
of this LIMIT OF WARRANTY AND LIABILITY which may not 
be vaned by any verbal or written agreement. 

Product protected by U.S. Patent No 4.405,531 Other 
patents are pending. No ltcense grant eel under any non-U .S. 
patent. 

·MONSANTO COMPANY 1992 

Shackle ts a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST . LOUIS. MISSOURI 63167 U.S.A Em 

l'J 

MAP-2233.12153L 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE CYE DAMAGE 
HARMFUL IF SWALLOWED OR INHALED, 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes. on ski11 or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after hand11ng. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, 11nmed1ately flush with plenty of water for at least 

15 minutes. Get medical attention. 
IF ON SKIN, immediately llush with plenty of water. Remove contam1 
nated clothing before reuse. 
IF SWALLOWED, this product will cause gastrointe::.tmal tract irritation 
Immediately dilute by swallowing water or milk .. Get medical attention 
NOTE TO PHYSICIAN· Probable mucosal damage may contraindicate the 
use of gastric lavage. 
IF INHALED. remove tnd1v1dual to fresh air. Get medical attention 1f 
breathing difficulty develops. 

In case of an emergency involving this product, 
Call CollEd, day or night (314) 6944000. 

Environmental Hazards 
Do not apply directly to water, to areas where surface water is present or 
to intertidal areas below the mean high water mark. Do not contaminate 
water when disposing of 1..'(ju1pment washwaters 

Physical or Chemical HcJzard5 
Solutions of this product should be mixed and stored usmg only stainles!: 
steel, alummum, fiberglass, plastic or plast1c-hned steel container5 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS 
This product or solution!:. vf this product react with such containers and 
tanks to produce hydrogen gas which may form a highly combustible gas 
mixture This gas m1xturocould flash or explode, causing serious personal 
injury, if ignited by open •Jame. spark, welder's torch, lighted cigarette or 
other ignition source. 

DIRECTIONS FOR USE 
It 1s a violation of Federal law to use this product m any manner inconsis 
tent with its labeling. 

Storage and Disposal 
Do not contaminate water foodstuffs, feed or seed by .storage or disposal 
DISPOSAL 
Wastes resulting from the use of this product that cannot be used or 
chemically reprocessed should be disposed of ma landfill approved for 
pesticide disposal or 1n accordance with applicable Federal, state or local 
procedures 
Emptied container reta111s vapor and product residue. Observe all labeled 
safeguards until container •scleanect, reconditioned or destroyed. DO NOi 
CUT OR WELD ON OR NEAR THIS CONTAINER 
Do not reuse container T nple nnse container. Then puncture and dispose 
of in a sanitary landfill orb)' incineration, or, if allowed by state and local 
authorities, by burrung II b..irned, stay out of smoke. 

FOR REFORMULATION AS A HERBICIDE ONLY 

• • CONCENTRATE 

SHACKLE® C 
HERBICIDE BY Monsanto 

For formulation of products (not to exceed 10% active ingredient) for ······ weed and grass control in industrial, residential and ornamental areas. . . .... 

Read the entire label before using this product . 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using II terms are not acceptable, return at 
once unopened 

Keep out of reach of children. 

DANGER I Read precautions on 
• side panel. 

In case of an emergency involving this product 
Call Collect. day or night. (314) 694-4000 

...... . . . . . . . . . . . . . . . ·····~ • . . . . 
ACTIVE INGREDIE..J.T• • • •,. • . ! 

•Gtyphosate, N-{r ~ : :.-,,.,-i~non.ethyl.l ,;Iyc1ne, 
In the form of its 1sopropylamvie ~ I 

INERT INGREDIENTS. . • •:., • .... 
• •••• 

410% 
590% 

100.0% 

'Contams 480 grams per !tire or 4 JX)unds per U S 
gallon ot the active ingredient glyphosate, in the form 
of its 1sopropylamine salt. Equivalent to 356 grams per 
litre or 3 pounds per U.S. gallon of the acid. glyphosate 

EPA Reg. No. 524-339 

EPA Est No. 524-LAl 

NET 54 U.S. GAL. 
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PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 
FIRST AID: IF IN EYES, immediately flush with plenty of 

water for at least 15 minutes. Get medical attention. 
IF ON SKIN, immediately flush with plenty of water. Re­
move contaminated clothing. Wash clothing before 
reuse. 
IF SWALLOWED, this product will cause gastrointesti­
nal tract irritation. Immediately dilute by swallowing 
water or milk. Get medical attention. 
NOTE TO PHYSICIAN: Probable mucosal damage may 
contraindicate the use of gastric lavage. 
IF INHALED, remove individual to fresh air. Get medi­
cal attention if breathing difficulty develops. 

In case of an emergency involving this product, 
Call Collect, day or night (314) 694-4000. 

Environmental Hazards 

Do not apply directly to water, to areas where surface 
water is present or to intertidal areas below the mean 
high water mark. Do not contaminate water when dispos­
ing of equipment washwaters. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored 
using only stainless steel, aluminum, fiberglass, plastic 
and plastic-lined steel containers. 
DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS 
OF THIS PRODUCT IN GALVANIZED STEEL OR UN­
LINED ST~E:: i;_ (EXCEPT STAINLESS STEEL) CONTAIN­
ERS OR SPRAY TANKS: ' : ' ' : 
This product, or ~olutioRS of t~is product react with such 
containers 3nd tanks to,prcdv.ce hydrogen gas which may 
form a h1ghl¥ cornbustiole gas mixture. This gas mixture 
could flash-0r"explode, c,11:ising serious personal injury, if 
ignited by ope,) flame,· 3,)dtk, welder's torch, lighted 
cigarette or c,ther ignitiQQ :sp,urce. 

. 1::>IRECTIONS FOR USE 
It is a violation of Federal law to use this product in any 
manner inconsistent with its labeling. 

Storage and Disposal 

Do not contaminate water, foodstuffs, feed or seed by 
storage or disposal. 

DISPOSAL: 
Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed of 
in a landfill approved for pesticide disposal or in accor­
dance with applicable Federal, state or local ijrocedures. 
Emptied container retains vapor and product residue. Ob­
serve all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 
Do not reuse container. Triple rinse container. Then punc­
ture and dispose of in a sanitary landfill, or by incinera­
tion, or, if allowed by state and local authorities, by 
burning. If burned, stay out of smoke. 
FOR MANUFACTURING, REFORMULATION AND 
REPACKAGING AS A HERBICIDE ONLY. 

LIMIT OF WARRANTY AND LIABILITY 
This Company warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
WARRANTY OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTABILITY IS 
MADE. This warranty is also subject to the conditions and 
limitations stated herein. 
Buyer and all users shall promptly notify this Company of 
any claims whether based in contract. negligence, stri~ 
liability, other tort or otherwise. ~ 
Buyer and all users are responsible for all loss or damage 
from use or handlnig which results from conditions be­
yond the control of this Company, including, but not limit­
ed to, uses or applications in any manner not explicitly set 
forth in this label or application to or contact with desir­
able vegetation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
AND THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY AND ALL LOSSES, IN­
JURIES OR DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT (INCLUDING CLAIMS 
BASED IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, 
OTHER TORT OR OTHERWISE) SHALL BE THE PUR­
CHASE PRICE PAID BY THE USER OR BUYER FOR THE 
QUANTITY OF THIS PRODUCT INVOLVED, OR, AT THE 
ELECTION OF THIS COMPANY OR ANY OTHER SELLER, 
THE REPLACEMENT OF SUCH QUANTITY, OR, IF NOTia. 
ACQUIRED BY PURCHASE, REPLACEMENT OF suciw 
QUANTITY. IN NO EVENT SHALL THIS COMPANY OR 
ANY OTHER SELLER BE LIABLE FOR ANY INCIDENTAL, 
CONSEQUENTIAL OR SPECIAL DAMAGES. 
Buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement. 

In case of an emergency involving this product, 
Call Collect, day or night (314) 694-4000. 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A Em 

® 

EXCHANGE™ 
HERBICIDE BY Monsanto 

I-

Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable. return at 
once unopened. 

Keep out of reach of children. 

- •ANGER! Read precautions on side panel. 

NET 54 U.S. GAL. 

aoi m:vmimo 
1n Acoord.ance with PR Notice 82-2, 
l3as ed on Draft l ,nbeilinr, Da t ed 

ACTIVE INGREDIENT: 
* lsopropylamine salt of glyphosate 
INERT INGREDIENTS: .. 

41.0% 
59.0 % 

100.0 % 

* Contains 480 grams per litre or 4 pounds per U.S. gal­
lon of the active ingredient isopropylt1miM salt of N­
(phosphonomethl)glycineJ E=quivalent 'to- ~56 grams per 
litre or 3 pounds per U.S. ~allon:of the acid, glyphosate. 

Product protected by U.S.' Poter.t No. :4,405,531. Other 
patents are pending. No licen!;e 'grant~d 'Jrider any non· 
U.S. patent(s). • • : u • 

© MONSANTO O)r.,f PANY. 19~? 

™Exchange is a trademark of Monsai,to O:impany. 
®Registered trademark of Monsanto Co~~Y-
EPA Reg. No. 524-339 
EPA Est. No. 524-LA-1 MAP-2975.01 / 53L 
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MOT REVIEWED 
In Accordance wi th PR Not lee 82';2, 
Ba3ed on Drnft Lnbel ing Dat 0d 
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·-

Monsanto 
Monsanto Company 
Su,te 1100 

700 14th Street, NW 
Washington. DC. 20005 

May 18, 1994 

Office of Pesticide Programs - H7504C 
Document Processing Desk 
U.S. Environmental Protection Agency 
Room 226A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

Attention: Mr. Robert J . Taylor 
Product Manager (25) 

Subject: Exchange™ Herbicide (EPA Reg. No. 524-339) 
Submit Final Printed Container Label 

Dear Sir: 

• e .._ r • • • • • • 
•• • •• • . 

• • 
• • • • • • 

• ... • • ' •• • 
• 

•• • 
C • • • •• 
• • • • ••• 

• 
• •• • •••• 

•••• • • •• 

Attached are five (5) copies of the final printed label of Exchange Herbicide for your 
file. This product is for manufacturing use only and does not require a Worker 
Protection Standard language. 

If you have any questions regarding this submission, please contact Dr. Russell 
Schneider at our Washington office or me at 314-694-2124. 

cc: R.P. Schneider 
D.M. Fee-White 

Sincerely, 

~ol-~~ 
r{idia A. Suba 
Registration Manager 

TELEPHONE (202) 783-2460 FACSIMILE (202) 783•2468 

....... 
• • • • 

••••• • • • • . . -
• • • • • 

• ••• • •• • , 
• • • •• • .. 
• ,. 

• ,, ,, 
• . • ,, .. 

• ••• 
• ,,. . 

• • .. , . 
• .., .. 
• • ~ ..... 
• • •• 

••• -' • 
• • ... • . . .. • 
• . . 

• 
••• 

.... .... 
• 

I 

,.4 
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• t • 
Please read ln• trvctlon• on reverse befo,. completing fomr BN Fonn An,....oved. OM o. 2070-0060. Annroval exoires 11-30-93 

(A) 

&EPA 
United States Environmental Protaction Agency ~ Registration 

OPP Identifier Number 
Office of Pesticide Programs (H7505C) 

Washington, DC 20460 Amendment 
Appllcatlon for Pesticide: Other 207660 

Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

524-339 Robert J. Ta.}'l or 

0 None 4. Company/Product (Name) PMI 
25 

D Restricted 

Exchange™ Herbicide 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FlFRA Section 3(c}(3) 

Monsanto Company 
(b}(i), my product is similar or identical in composition and labeling 

700 14th Street, N . W. , Suite llOO 
to: 

Washington , DC 20005 EPA Reg. No. 

0 Check if this Is a new address Product Name 

Section 11 

e 
- ~ 

Amendment - Explain below X 
Final printed labels 111 response to 
Agency letter dated - -Resubmission in response to Agency letter dated 
"Me Too· Apphcauon - Notification - Explain below. -- Other - explain below 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Submit final printed label 

Section Ill 
1. Material Thia Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2 Type of Container 

B Yes* @ Yes 5] Yes ~M•~ Plasbe 

No No No Glass 

If "Yes." No. per It "Yes," No. per 
Paper 
Other (Specify\ 

• Cerllflcatlon must be Unit Package wgt. container Packagewgl container 

su:;, .:~ ., I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Locabon of Label Directions 

• Label [ii Container 
54 gal a On Label 

On L.abelino accomoanv1no product 
6 Manner In Which Label Is Affixed To Product ~ Lithograph D Other/ ) 

Paper glued 
Stenciled 

s~1on 1v . . 
1. Contact Point (Compl9te items directly below for Identification of indtvidUaJ to be contacted, 1f necessary, 14,v.ccess this a1,pt~ li<¥1.J 

Name Tide 
. 

Teleithone No (Include Area Code) 
Agricultural Regu l ation • 

Dr . Russell P . Schneider Director •<002) , 83-2460 
• • 

' 
C4trtlflcatlon • 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and c:omplh. • ~ e& ived 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or {Stamped) 
both under applicable law. • • 

2.Sig~ 

ff~ 
3. Tide , 

cJ. 
, 

Registration Manager 

,,r-,r 

4. Typecte-<me 
. 

5. Date 

s-/ 1t/,y-Lydia A. Suba 

:PA Form 8570·1 Rev.12•90) Prevlou. edmona •r• oD.olet& White · EPA FIie Copy (original) Yellow - Apphcant copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 
. \ 

PAPERWORK REDUCTION ACT NOTICE: ~l ic re.,ortfng burden for thfs collection of fnforation 11 estf•ted 
to average o.as hour per response, incl\ding ti• for reviewing 1,-tructforw, seerchfng existing data sources, gathering and 
•lntaini,._ the ~ta needed, and COll)letfng l'1d rwf-..lng the collection of inforatton. send c~t• regarding the burden 
esti•te Or'\ eny qther aspect of thia collection of inforaatfon, Including suggestions for recb:lng this burden, to Chief. 
lnfo,.tion Policy Branch, PN-223, U.S. Enviroraental Protection Agency, 401 M Street, SV, Washfngton, DC 20460; l'1d to the 
Office of lnfor.tion and Regulatory Affai,.., Office of Manas,• 1mt l'1d ludget, Yastlington, DC Z0503. 

INSTRUCTIONS: Thia fona is to be used for ell llflf)llcatiorw for new retistratfon, end use rere9latratlon, w•a.eut, 
restmlsslon, to appl icatfons for notfffcatlorw, final printed label Ing, rere9latratfon, etc. In order to process ., 
llflf)l icetfon for a new re9iatration saitted on thfa fora, the following •terial 11USt acc011p1ny the appl lcation: 

1. Certification with llespec:t to Citation of Data (EPA Fora 8570-29). [If not ex~ted by 40 CFR 152.81 (b) (4)1; 
2. Confidential Statment of Fo,...la (EPA FO!'II 8570-4); 
3. Forailator•a Exeaption Statment (EPA Fora 8570-27);" 
4. Five copies of draft labeling; 
5. Three copin of any data aw.witted; 
6. Authorization letter where IIA)lfcable; 
7. Matrices where applicable. 

5\1.wiasion of Labeling • labeling should first be sahted In the fora of draft labels with all IIA)lfcationa for new 
re9fatratfon. such draft labels •Y be In the fora of typed label text on 8.5 x 11 inch peper or a aockup of the proposed 
label. If prepered as a aock14>, it should be constructed In such a wey as to facilitate storage In an 8.5 x 11 Inch file. 
Nocla4> labels significantly cmeller then 8.5 x 11 fnchea should be IKIU'lted on 8.5 x 11 inch peper for saiuion. 
Slmtuian of Data• Q•ta lbitted in Slq)Ort of this application .. t be a\l.wftted fn accordance with PR Notice 86·5. 

SPECIFIC INSTRUCTIONS: Pleaae read the instructions lfated below before c01111pletfng this appl fcation. First 
detenaine the type of re9istratlon action, listed in Block A, for which you are submitting this application. For 
applications albnitted in comection with New Re9fstratlon actions, Sections I, 111, and IV llllSt be c~Leted by the 
applicant. For applications saltted in cc,mection with aaencled re9l1tratlon actions, resubmissions, notifications, 
reregistrations, etc., sections I, JI, and IV a,st be e01111pleted by the applicant. 
llodt A - Check the appropriate action for whfc.h you are saitting thfs fonn. 

SECTION I - This section aust be cc:q,leted, as fl;aplfcable, for all re9fstratlon actions. 
1. ~/Prcxb:t a.her - Insert your ~ IIUlber, If one has been aasigned by EPA. This l'Ullber •Y have been assfgned 

to you as• basic re9istrant, a distributor, or as an ntablillhaent. lf your procb:t is registered, Insert the Procb:t 
IIUlber. 

2. EPA Procb:t lllanager - If known, f ll l f n the ,_ and PN ruiber of the EPA Procb:t Manager. 
3. Propoaed cl .. ification • Specify the proposed clusfflcatlon of this pro6..ict. 
4. Prcd.tct llae - Enter the c~lete pro6..ict nae of this pesticide as It will appear on the label. The na111e .. t be 

apecfffc to this prOOJCt only. 014>Licatlon of,_. fs not per11ltted among pro6..icts of the same cOllf)ll'IY. Do not include 
any brand,_ or c0111peny line designations. 

5. llae 111d ~ of Aflplicant • The n1111e of the flra or person and edclreas shown in your application is the person or fira 
to when the registration will be issued. If you are acting In behalf of another party, you ,rust S\bllit authorization froa 
that perty to act for the11 in registration •tters. An applicant not residing in the United States n,st have an 
authorized agent residing in the united States to act for the11 In all registration matters. The name and c:a.plete •fling 
address of such., agent n,st ace~ this application. 

6. Expedited Revie11 - FIFRA section 3 Cc> 3 (8) provides for expedited review of appl !cations for registration, or -d•eota 
to existing registrations, that are si•llar or identical to other pesticide procb:ts that are currently re9istered with 
the EPA. In order for your application to be eligible for e>epedited review, you IIIJSt provi~ us with the EPA Registration 
IIUllber and prOCLICt ,_ of the pro6..ict you believe is 1i• llar to or Identical to your proc:lict. The pro6..ict a,st be ~ 
si• ilar or identical in both forwJlation and labeled us... W" 

SECTION II - This section a,st be c0111pleted for all apptfcatlor. slbllltted to wnd the re9lstration only of a currently 
registered prOCLICt (A• encbent), for a resl.blission in respon1e to an Aief'ICY letter, for notifications to the Agency, for the 
aaiasion of final printed labeling, for rert!9i1tratlon and for any other action that pertains to a specific fil·regfstered 
~- Thia section is ml to~ used for a new application for registration. 
1. Slbject of aariaian - Check the appl !cable block and provide the Agency letter date if appropriate. Provide a brief 

explanatton of the purpose(s) for the saissfon, such as •the addition of a site, pest or crop (specify)"; •-.t the 
Confidential Statanent of Fo,...la by ••• •; •rere9lstratlon lbiaaion"; general label revision of use directions.• Attach 
a aeperate page If additional space fa needed. 

• • SECTION nr,(P'ackag1n9:tand Container Information) - Thia Sec:_tfon .. t be CCllllpleted for all applicatiON 
sai tted in CCIIJ'l8Ctlon wlJ:~;;J re9iatratfon or applfcabl• _dlet,ts. 
1. Type of hcbgi,. - Check the" appropriate block if your prOCLICt will be peckeged in the indicated peckaging types. 

Indicate the size of t""° bctivlct.al packets l'1d rullber per retail conteiner. 
?. Type of letjU Cantairw, -•Indicate type of container In which procl,ct will be •rketed. 
3. Location of leit ecintenta v Specify the net contents of all retail containers for your prcd,ct. 
4. Size(•) of let.all Cantafner.- Specify the net contents of all retail containers for your pro6..ict. 
5. LGCathin of UM Dil'9Ctvw,a• · Indicate the Location of the~ dfr.:tfons for your pro6..ict. 
6. llllmer fn •tell ~abel is arffbed to procb;t - Indicate the •thod procb:t lat Is attached to retail container • 

• • SECTION IY (~ontact Point) - Thi• section .. t be ca1pletad for all apptfcatlorw for R~tstration Ktiorw, i.e., 
new procb:ts re9l•tration, resatssfon, •--too,• rer~istration, etc. 
1·5. Self·e,ipl-tory. 

6. EPA UN C.,ly. 
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EXCHANGE," -
HERBICIDE BY Monsanto 

Read the entire label before using this product. 
Read " LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on cloth mg. 
Wear goggles or face shield. 
Avoid breathing vapor or spray mist. 
Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash before reuse. 

FIRST AID: IF IN EYES, immediately flush with plenty 
of water for at least 15 minutes. Get medical attention. 
IF ON SKIN, immediately flush with plenty of water. 
Remove contaminated clothing. Wash clothing before 
reuse. 
IF SWALLOWED, this product will cause gastrointes­
tinal tract irritation. Immediately dilute by swallowing 
water or milk. Get medical attention. 

NOTE TO PHYSICIAN: Probable mucosa I damage may 
contraindicate the use of gastric lavage. 

IF INHALED, remove individual to fresh air. Get med­
ical attention if bfeatfiing dtioul~develops. 
In case of an erllAr~ncy Trtvol'4i'1~ this product, 
Call Collect, da9 or; '1ig'h,H314).~4-4000. 

Environmental Hazards 

Do not a~i,1~ cijfettly to ~tM,):o area~ where surface 
water ,s Q~seot or to mtertLdal ateas.oelow the mean 
high water ma,k.•Do not eor,taminare water when dis-
posing of equipment washwa(ers. • 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored us­
ing only stainless steel, aluminum, fiberglass, plastic or 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLU­
TIONS OF THIS PRODUCT IN GALVANIZED STEEL OR 
UNLINED STEEL (EXCEPT STAINLESS STEEL) CON­
T Al NERS OR SPRAY TANKS. 

This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which 
may form a highly combustible gas mixture. This gas mix­
ture could flash or explode, causing serious personal in­
jury, if ignited by open flame, spark, welder's torch, 
lighted cigarette or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any 
manner inconsistent with its labeling. 

Storage and Disposal 

Do not contaminate water, foodstuffs, feed or seed by 
storage of disposal. 

DISPOSAL: 
Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed 
of in a landfill approved for pesticide disposal or in 
accordance with applicable Federal, state or local 
procedures. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

Triple rinse emptied bulk containers. Then offer for 
recycling or reconditioning, or dispose of in a manner 
approved by state and local authorities. 

FOR MANUFACTURING, REFORMULATION AND 
REPACKAGING AS A HERBICIDE ONLY. 

ACTIVE INGREDIENT 
• Glyphosate, N-(phosphonomethyl) glycine 

in the form of its isopropylamine salt .. 
INERT INGREDIENTS: .. 

41.0% 
59.0% 

100.0 % 
•Contains 480 grams per litre or 4 pounds per U.S. 
gallon of the active ingredient, glyphosate, in the form 
of its isopropylamine salt. Equivalent to 356 grams per 
litre or 3 pounds per U.S. gallon of the acid, glyphosate. 

This product is protected by U.S. Patent No. 4,405,531. 
Other patents pending. No license granted under any 
non-U.S. patent(s). 

LIMIT OF WARRANTY AND LIABILITY 
This Company warrants that this product conforms to 
the chemical description on this label. NO OTHER 
EXPRESS WARRANTY OR IMPLIED WARRANTY OF 
FITNESS FOR PARTICULAR PURPOSE OR MER­
CHANTABILITY IS MADE. This warranty is also subject 
to the conditions and limitations stated herein. 
Buyer and all users shall promptly notify this Company 
of any claims whether based in cont ·act, negligence, 
strict liability, other tort or otherwise. 
Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions be­
yond the control of this Company, including, but not limit -
ed to, uses or applications in any manner not explicitly 
set forth in this label or application to or contact with 
desirable vegetation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
AND THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY AND ALL LOSSES, 
INJURIES OR DAMAGES RESULTING FROM THE USE 
OR HANDLING OF THIS PRODUCT (INCLUDING 
CLAIMS BASED IN CONTRACT, NEGLIGENCE, STRICT 
LIABILITY, OTHER TORT OR OTHERWISE) SHALL BE 
THE PURCHASE PRICE PAID BY THE USER OR BUYER 
FOR THE QUANTITY OF THIS PRODUCT INVOLVED, 
OR, AT THE ELECTION OF THIS COMPANY OR ANY 
OTHER SELLER, THE REPLACEMENT OF SUCH 
QUANTITY, OR, IF NOT ACQUIRED BY PURCHASE, 
REPLACEMENT OF SUCH QUANTITY. IN NO EVENT 
SHALL THIS COMPANY OR ANY OTHER SELLER BE 
LIABLE FOR ANY INCIDENTAL, CONSEQUENTIAL OR 
SPECIAL DAMAGES. 
Buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY 
which may not be varied by any verbal or written 
agreement. 
© MONSANTO COMPANY 1992 
,uExchange is a trademark of Monsanto Company. 
® Registered trademark of Monsanto Company. 
EPA Reg. No. 524-339 

In case of an emergency involving this product, 
Call Collect, day or night, (314) 694-4000 

t..tl U 1£ 
1n Acoord~ w1th P8 lbtice 62-2, I 
Ba sod on nrot, Iiabel.iltS ~at eO. L\ ! t.. q .,__,, NET gal LOT NO. PACKER 

f PA fst. 524-1.A-1 MONSANTO COMPANY • AGRICULTURAL PRODUCTS • ST. LOUIS, MISSOURI 63167 U.S.A. Mr..P-3207 .Ol / 53l 
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Please read lns trvctlons on reverse before completing form Form Annroved. 0MB No 2070-0060. AMroval exoires11-30-93 

(A) 

&EPA 
United States Environmental Protection Agency § Registration 

OPP Identifier Number 
Office of Pesticide Programs (H7505C) 

Washington, DC 20460 Amendment 
Application for Pesticide: Other 156966 

Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classilication 

Monsanto/524-339 ~· 
Robert J . Tayl or 

4. Company/Product (Name) I PM# [i] None D Restricted 

Exchange™ Herbicide 25 
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (b)(i), my product is similar or identical in composition and labeling 

700 14th Street, N.W., Suite 1100 to: 

Washington, D.C. 20005 
EPA Reg. No. 

D Check if this is a new address Product Name 

Section 11 -- Amendment - Explain below X 
Anal printed labels in response to 

4/2/92 
~ 

Agency letter dated ......_ -Resubmission in response to Agency letter dated - "Me Too· Application. 

Notification - Explain below. -- Other - explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

~ 

Section Ill 
1. Material Thia Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container B Yes• B Yes B Yes ~~~ Plastic 

No No No Glass 

If "Yes: No. per II "Yes: No. per 
Paper 

• Certification must be Unit Package wgt. container Package wgt. container 
Other (Specifyl 

!:I • 
... _, I 

3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

• Label 0 Container 
a On Label 

On Labelino accomoanvina oroduct 
6. Manner In Which Label Is Affixed To Product g Lithograph D Other/ l 

Paper glued 
Stenciled 

Section IV ••• 
1. Contact Point (Complete items direcrly below for identification of individual to be ccntacred, if necessary, to process,tl'ii6.apf)licatiolt, . •. • 

Name Title Agriaultural Regulation TelepDon~ Nj. (Include Area Code) 

Russell P . Schneider, Ph.D . Director (200~ •1i3-2t:6G • • • • • •• • • 
Certification .. ' ~. Date Af't cetion 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. ' ,Receive • • 
• 

• • • (SIIJTIP~J I acknowledge that any knowingly false or misleading statement may be punishable by fine or Imprisonment or ••• 
both under applicable law. • • • •••• 

2. Signa~ A pt- 3. Title •• • • • • • •• 
Registration Manager 

~ 
4. Typed Name 5. Date ti){'/ f;i_ Lydia A. Suba 

EPA Form 8570-1 Rev. 12•90 Prevloua editions are obaolete. White - ori inal EPA File Co PY ( 9 Yellow- A plicant copy p 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Pu:ilic reporting burden for this collection of information is 
estimated to average 0.85 hour per response, including time for reviewing instructions, searching existing data sources, 
gathfij,g 'aril ni1iritaimng the data needed, and c0111)leting and reviewing the collection of information. Send COlllllents 
regarding the burd~n estimate or any other aspect of this collection of information, including suggestions for reducing this 
burden, to Chief, Information Policy Branch, PH-223, U.S. Envir0r111ental Protection Agency, 401 H Street, SU, Washington, DC 
20460; and to the Office of Information end Regulatory Affairs, Office of Management and Budget, Uashington, DC 20503. 

INSTRUCTIONS: This form is to be used for a ll applications for new registration, end use reregistration, amerdnent, 
resubnission, to applications for noti f ications, final printed Labeling, reregistration, etc. In order to process en 
application for a new registration submitted on this form, the following material llllSt accoq>any the appl ication: 

1. certification with Respect to Citation of Data (EPA Form 8570-29). [If not exefl\'.)ted by 40 CFR 152.81 Cb) C4)l; 
2. Confidential Statement of Forrrula (EPA Form 8570-4); 
3. For111Jlator 1s Ex~tion Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new 
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed 
label. If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file. 
Hockup labels significantly smaller than 8.5 x 11 inches should be IIIO\Xlted on 8.5 x 11 inch paper for submission. 
Sl.blission of Data - Data submitted in support of this application ~t be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please read the instructions listed below before C0111)leting this application. First 
determine the type of registration action, listed in Block A, for which you are submitting this application. For 
applications submitted in comection with New Registration actions, Sections I, Ill, and IV 111Jst be C0111)leted by the 
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections 1, 11, and IV ll'USt be C0111)leted by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section 111Jst be c0111)leted, as applicable, for all registration actions. 
1. ~/Procb:t Mtaber - Insert your Coapany Number, if one has been assigned by EPA. This nunber may have been assigned 

to you as a basic registrant, a distributor, or as en establishment . lf your procb:t is registered, insert the Procb:t 
NUllber. 

2. EPA Procb:t Manager - If known, fill in the name and PH nurber of the EPA Product Manager. .-
3. Proposed Classification - Specify the proposed classification of this prociJ<:t. 
4. Procb:t N- - Enter the c0111)lete product name of this pesticide as it will appear on the label. The name ll'USt be 

specific to this product only. Duplication of names is not permitted among prociJ<:ts of the same C0111)8ny. Do not include 
any brand name or coq>any line designations. 

5. 11- and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you rrust sul::rnit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States rrust have an 
authorized agent re~iding In the United States to act for them in all registration matters. The name and C0111)Lete mailing 
address of such an agent 111JSt accoq>any this appl feat ion. _... 

6. Expedited Reviev - FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendment .... 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with 
the EPA. In order for your application to be eligible for expedited review, you ll'Ust provide us with the EPA Registration 
Nurber and product name of the product you believe is similar to or identical to your product. The product rrust be 
similar or identical in both for111Jlation and labeled uses. 

SECTION II - This section rrust be C0111)leted for all applications submitted to amend the registration only of a 
currently registered product (Amendment), for a resubmission in response to an Agency letter, for notifications to the 
Agency, for the submission of final printed labeling, for reregistration and for any other action that pertains to a specific 
EPA·re9istered product. This section is !!Q! to be used for a new application for registration. 
1. SU:>j~t p/ stiaission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explen.fti o,i oft Pw se(s) for the submission, such as "the addition of a site, pest or crop (specify)"; "amend the 
Confic1enti al Sta nt 'l)f For111Jla by ••. "; "reregistration submission"; general label revision of use directions." Attach 
a separ'ste page ; f add~ ional space is needed. . . . 

• • • •••••• 
SECTION 'III : (P;lckaging and Container Information) - This section 111Jst be c~leted for all 
applica,r~• itt~"in connection with new registration or applicable amendments. 
1. Type•of P kagi,. '"OM:k the appropriate block if your product will be packaged in the indicated packaging types. 

lndicet'oe the size-it:tl't individual packets and nurber per retail container. 
2. Type ~ Re il Container - Indicate type of container in which prodx:t will be marketed. 
3. Locatwi:Qf Net Contents - Specify the net contents of all retail containers for your product. 
4. Size(fi) o(Jletail Container - Specify the net contents of all retail containers for your product. 
5. locatiion•ofit Use Directions - Indicate the location of the use directions for your product. 
6. 11anner"in Jiich label is affixed to procb:t - Indicate the method product label is attached to retail container. 

SECTION IV (Contact Point) - This Section nust be c0111)let ed for all applications for Regfstratfon actfons, 
i.e., new products registration, resubmission, "me-too," reregistration, etc. 
1-5. Self-explanatory. 

6. EPA Use Only. io U.S.GPO: 1992-0-619· \ IH,-1065 
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Monsanto 
Monsanto Company 

Surte 1100 

700 141h S1reel. NW 

WaSh,ngton, DC 20005 

Office of Pesticide Programs 
Document Processing Desk (AMEND) 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 266A 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

August 25, 1992 

Subject: EXCHANGE™ Herbicide (EPA Reg. No. 524-339) 
Submission of Final Printed Label 

Dear Sir: 

EXCHANGE Herbicide is a brandname which was approved by the Agency on October 31 , 
1988 for Shackle~ C Herbicide. On January 30, 1992, the Agency informed Monsanto that 
Shackle C Herbicide requires a "Danger" signal word. Amendment to change the signal word 
of Shackle C was submitted on March 10, 1992 for review. The label was approved and 
stamped on April 2, 1992. 

Since Shackle C Herbicide is the base formulation for Exchange, the signal word for 
Exchange was correspondingly changed. Enclosed are five (5) copies of the Exchange 
Herbicide label with the required "Danger" signal word and the appropriate precautionary 
language. In addition, the new wetlands statement has also been incorporated into the 
Environmental Hazards section of the label and two (2) patent numbers which are no longer 
in effect were deleted. 

If you have any questions regarding this submission, please contact Dr. Russell Schneider at 
our Washington office or me at 314-694-2124. 

•••••• . . . 
• • • • • 
•• • ••• • • . . .. 

s· erely, / ••• •• 
d //- : : 

eydia A. Suba •••• • 

Registration Manager 

TELEPHONE (202) 783-2460 FACSIMILE (202) 783-2468 

• •• • • • ••• 

••• • • • • • • 
• ••• • • • •• • 

••• • • • •••• 
•• • • • • • •• 
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t 

Dr . Sneila 1 . Schuette 
Honsanto company 
700 14t!'l c-tre.,.t, 1-.w . , Suite 11 00 
rashinqton, oc 20QOS 

Dear or . Schuette·: 

- 2 1992 

- ~ubject: Shacrle c nerhiclde (Change Signal ord to • oanne1.-" ) 
FPA P-e9ietration No . 524- 339 

-

Your r.etter Dat(?(1 Ma ref:\ 1 O, Ht92 

The atr.enrie<.1 labeling s\lbldtted in connection with reqistrat.i on undeJ: 

th~ Federal Jneectic1de , Funqicide, and RodPnticid~ Act, as amended , is 

acc~~t~hle . Please submit fjve ( 5 ) copiee of your fin~l print~d l abeling 

before you release the product for ~hipmen . A stanped copy of the 

labPling ia enclosed £or your records . 

Enclosure - . 

Sincerely yours , 

nob~rt J . Taylor 
Pro-1uct •1anager ( 2';) 
Fungicide- !Jorhicide Br anch 
Re1istration Division (H7505C) 

56075 :I :Taylor :WP25-4:KEVRIC:03/30/92:04/30/92 :rj :dd : rj 

SYMBOL ~Jl7.IS:9.~~ .. : .. , .. ........ ......... 1,1· ............... ·1 .. ~~~~~-~~-~~~,~~ .............. "j ................ · 1: ............... "I· ............... . 
SURNAME •• \J.™.~ ...... , ......................... , .... • ........ ,,., ........ , ..... , .... , .... , .............. •., ....... , ...... •,., ...... • ....... . 
DATE '-f Ji )1.....-
EPA Form 1320-1 (12-70) OFFICIAL FILE COP Y 
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*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*

Monsanto 
Monsanro Company 
Surte 1100 
700 14th Street, N W 

Washington. D.C 20005 

March 10, 1992 

Office of Pesticide Programs - H7504C 
Document Processing Desk 
U.S. Environmental Protection Agency 
Room 226A, Crystal Mall #2 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shackle® C Herbicide (EPA Reg. No. 524-339) 
Submission of Amended Labels 

Dear Sir: 

Monsanto is submitting amended container labels for Shackle C herbicide for 
Agency review and approval. Shackle C herbicide is a manufacturing use 
product that contains 41% of the isopropylam.ine salt of glyphosate and- of 
MON-0818 ethoxylated tallowamine surfactant. On January 30, 1992, tiie"'Aiency 
informed Monsanto that this formulation requires a "Danger" signal word. 

Enclosed are five (5) copies each of the amended Shackle C herbicide container 
labels (54 gallon and no weight bulk) with the required "Danger" signal word and 
appropriate precautionary language. The new wetlands statement has also been 
incorporated into the Environ.mental Hazards section of the labels. Monsanto 
requests that these labels be approved and stamped; the labels will be effective 
immediately upon receipt of Agency approval. 

If you have any questions regarding this request , please contact Dr. Russ 
Schneider or me. 

Sincerely, 

LWvaf~ 
§heila A. Schuette, Ph.D. 
Senior Registration Specialist 
(314) 694-7248 

TELEPHONE· (202) 783·2460 FACSIMILE· (202) 783•2468 
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-

cc: R.P. Schneider 
D.P. Ward 
D.E. Brock 
S.D. Schuette 
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Please read ln•truct/on• on revone before completing form Form Annroved 0 MB No. 2070-0060 An...roval exoiresl 1-30-93 

(A) 

&EPA 
United States Environmental Protection Agency ~ Registration 

OPP Identifier Number 
Office of Pesticide Programs (H7505C) 

Washington, DC 20460 Amendment 
156757 Application for Pesticide: Other 

. 

Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

Monsanto/524- 339 Robert J. Taylor 

[!}None 4. Company/Product (Name) PM# D Restricted 

Shackle® C Herbicide 25 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Monsanto Company (b)(i), my product is similar or identical in composition and labeling 

700 14th Street , N.W. to: 

Suite 1100 
EPA Reg. No. 

cjshington, D.C. 20005 
Check if this is a new address 

Product Name 

Section 11 
~ 

~ Amendment • Explain below Final printed labels in response to 
Agency letter dated 

Resubmission in response to Agency letter dated 
..__ 

.__ "Me Too" Application . 

Notification • Explain below. 
..__ 

- Other • explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Submission of amended labels . 

-
Section Ill 

1. Material This Product WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2 . Type of Container 

~ Yes* ~Yes @Yes §~~ Plastic 
No No No Glass 

If "Yes," No. per If "Yes," No. per 
Paper 

* certification must be Unit Package wgt. container Packagewgt. container 
Other (Specify\ 

.,..,.L-1-.-...1 I 
3. Location of Net Contents Information 4. Size(s) of Retail Container 5. Location of Label Directions 

lK:J Label D Container 54 gal, bulk 
290nt.abel 

On Labelina accomoanvina oroduct 
6. Manner In Which Label Is Affixed To Product § Lithograph Q Other( vinyl glued l Paper glued 

Stenciled 

Section IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.) 

Name Title Agricultural Regulations Telephone No. (Include Area Code) 

Russell P . Schneider, Ph . D . Director (202) 783-2460 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Received 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (Stamped) 
both under applicable law. 

2. Signature 3. Title 

£LJv/J l1~~A~ Senior Registration Specialist 

4. Typed Name ( 5. Date 

Sh eila A. Schuette, Ph . D. .J'/;o/9~ 
EPA Form 8570·1 Rev. 12-90 Prevlou, edition• are ob,olete. White- EPA o · inal Flle Co PY ( ng Yellow - A licant cop pp y 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: N>lic reporting burden for this collection of information is 
estimated to average 0.85 hour per response, including tfme for reviewing instructions, searching existing data sources, 
gat(ffi'rµi~afid ";dafl'ltaining the data needed, and coq,let ing and revfewing the collection of information. Send conments 
regat~ng the l:ksn:len estimate or any other aspect of this collection of information, including suggestions for reducing this 
burden, to Chief, Information Policy Branch, PM-223, U.S. Enviromiental Protection Agency, 401 H Street, SW, Washington, OC 
20460; and to the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, DC 20503. 

INSTRUCTIONS: This form is to be used for at l applications for new registration, end use reregistration, omenanent, 
resubmission, to applications for notifications, final printed labeling, reregistration, etc. In order to process an 
application for a new registration submitted on this form, the following material nust accarpany the application: 

1. Certification with Respect to Citation of Data (EPA Form 8570·29). [If not exenpted by 40 CFR 152.81 (b) (4)]; 
2. Confidential Statement of Fonrula (EPA Form 8570·4); 
3. Fonrulator•s Exenption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
6. Authori~ation letter where applicable; 
7. Matrices where applicable. 

Submission of Labeling - Labeling should first be submitted in the form of draft labels with all applications for new 
registration. Such draft labels may be in the form of typed label text on 8.5 x 11 inch paper or a mockup of the proposed 
label, If prepared as a mockup, it should be constructed in such a way as to facilitate storage in an 8.5 x 11 inch file. 
Mockup labels significantly smaller than 8.5 x 11 inches should be IIIOIXlted on 8.5 x 11 inch paper for submission. 
Slmission of Data - Date submitted in support of this application Nst be submitted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTIONS: Please reed the instructions listed below before coq,leting this application. First 
J:ieterrnine the type of registration action, listed in Block A, for which you are submitting this application. For 
applications submitted in connection with New Registration actions, Sections I, III, and IV must be coq,leted by the 
applicant. For applications submitted in connection with amended registration actions, resubmissions, notifications, 
reregistrations, etc., Sections I, II, and IV must be coq,leted by the applicant. 
Block A - Check the appropriate action for which you are submitting this form. 

SECTION I - This section must be c~leted, as applicable, for all registration actions. 
1. Coalplny/ProdJct lh . .lllber - Insert your ~ Nl.lllber, if one has been assigned by EPA. This nuit>er may have been assigned 

to you as a basic registrant, a distributor, or as an establishment. If your product is registered, insert the ProclJct 
NUllber. 

2. EPA ProdJct Manager - If known, fill in the name and PM nuit,er of the EPA Product Manager. 
3. Proposed Classification - Specify the proposed classification of this product. 
4. ProdJct Ni.e - Enter the coq,lete product name of this pesticide as it will appear on the label. The name must be 

specific to this product only. Duplication of names Is not permitted among products of the same coq:,any. Do not include 
any brand name or corrpany line designations. 

-

5. N- and Address of Applicant - The name of the firm or person and address shown in your application is the person or firm 
to whom the registration will be issued. If you are acting in behalf of another party, you must submit authorization from 
that party to act for them in registration matters. An applicant not residing in the United States ITUSt have an 
authorized agent residing In the United States to act for them in all registration matters. The name and c~lete maflin11aii, 
address of such an agent ITUSt accoq:,any this application. W' 

6. Expedited Review· FIFRA section 3 (c) 3 (B) provides for expedited review of applications for registration, or amendnents 
to existing registrations, that are similar or identical to other pesticide products that are currently registered with 
the EPA. In order for your application to be eligible for expedited review, you must provide us with the EPA Registration 
Nuit>er and product name of the product you believe is similar to or identical to your product. The product 111JSt be 
similar or identical in both formulation and labeled uses. 

SECTION II · This section must be coq,leted for all applications submitted to amend the registration only of a 
currently registered product (Amendnent), for a resubmission in response to an Agency letter, for notifications to the 
Agency, for the submission of final printed labeling, for reregistration and for any other action that pertains to a specific 
EPA-registered product. This section is 021 to be used for a new application for registration. 
1. Stbject of stmission - Check the applicable block and provide the Agency letter date if appropriate. Provide a brief 

explanation of the purpose(&) for the submission, such as "the addition of a sfte, pest or crop (specify)"; "amend the 
Confidential Statement of Formula by .•• 11 ; "reregistration submission"; general label revision of use directions." Attach 
a separate page if additional space is needed. 

SECTION III {Packaging and Container Information) - This section must be coq:,leted for all 
applications submitted in cOfYlection with new registration or applicable amenctnents. 
1. Type of Pacltagi~ - Check the appropriate block if your product will be packaged in the indicated packaging types. 

Indicate the size of the individual packets and nuit,er per retail container. 
2. Type of Retail Container - Indicate type of container in which product will be marketed. 
3. Location of Net Contents - Specify the net contents of all retail containers for your product. 
4. Size(s) of Retail COOtainer • Specify the net contents of all retail containers for your product. 
5. Location of Use Directions - Indicate the location of the use directions for your product. 
6. Nanler in which label is affixed to prodJct - Indicate the method product label is attached to retail container. 

SECTION IV (Contact Point) - This section llllst be coq>leted for all applications for Regfstratfon actions, 
i.e., new products registration, resubmission, "me-too," reregistration, etc. 
1-5. Self-explanatory. 

6. EPA Use only. * U,S,GP0:111112-0-619· I 67141066 
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LI MIT OF WARRANlY AND UABIUlY 
This Company warrants that this product confo<rn< lo the 

1 
themaf descnption on this label. NO OTHER OPRESS 
WARRANTY OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTAfflLITY IS MADE. 
This war, anty ,s also subject to the conditions and rmtations 
slated herein 
Buye,-and an uso,,sshan p,omp11y notify thosCompanyof any 
cla,ms whelhe< based "'contract. negligence. strict hab<hty, 
other tortoroH•e<wise. 
Buye, and all u-s are rcspons,blc fol- all loss or damage 
from use or handlmg wt11ch resulls from cond1hons beyond 
the control ol thos Company. includ,ng. but not r.m,ted to. 
u= or applicaltOOS in any manner nol expfic;,tly sel forth m 
this label or apphcat,on 10 or contact with -••blc vege. 
lat'°". 
THE EXCLUSIVE REMEDY Of THE USER OR BUYER. ANO 
THE LIMIT OF THE LfASfLrrY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY ANO ALL LOSSES. INJURIES 
OR DAMAGES RESlJLTINC FROM THE USE OR HANDLING 
OF THIS PRODUCT (INCLUDING CLAIMS BASED IN CON­
TRACT. NEGLIGENCE. STRICT LJABIUTY. OTHER TORT OR 
OTHERWISE) SHALL 8E THE PURCHASE PRICE PAID BY 
THE USER OR BUYER FOR THE QUANTITY OF THIS 
PRODUCT INVOLVED. OR. AT THE ELECTION OF THIS 
COMPANY OR ANY OTHER SELLER, THE REPlACEMENT 
OF SUCH QUANTrrY, OR, IF NOT ACQUIRED BY PUR· 
CHASE. REP1.Aa:MENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER BE 
LIABLE FOR ANY INCIDENTAL. CONSEQUENTIAL OR 
SPECtAL DAMAGES. 

Buyer and on users are dffmed to ha Ye acx,epted the te<ms 
o1 this LIMIT OF WARRANTY ANO UABILITY which may not 
be varied by any Yflf'bol or written oan,ement. 

Product p,otected by U.S. Patent No. 4,405,531. Other 
patents are pendi,c. No lic:ense vanted under any non-U.S. 
patent. 

CMONSANTO COMPANY 1992 
I\ 

• Shackle Is• registered trademark of Monsanto Company I\ 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.5.A. ~\l 

I 
MAP•2233.13r.i3L • ' 

.-.,m ....,....~c ...... 
~ f-tuJ ,_. 0...•U b 

-
PRECAUTIONARY STATEMEN'fS 

Hazards lo Humans and Domestic Animals 

Keep out of reach of children. 

DANGER! 
CAUSES IRREVERSIBLE EYE DAMAGE. 
HARMFUL IF SWALLOWED OR INHALED. 
MAY CAUSE SKIN IRRITATION. 
Do not get ,n eyes, on sl<in or on clothing. 
Wear &Oli&les or f.ac:e shield. 
AIIOid breathing vaw or spray mist. 
W•sh thorouehly with soap and water alter handling. 
Remove contaminaled clothing and waSh belore reuse. 
FIRST AJ0: IF IN EYES. immed .. telyflush with plentyolwaterlor at least 

15 mmutes. Get medical attention. 
IF ON SKIN, immediately flush with plenty of water. Remove oontam,, 
nated clothing. Wash clothing belore reuse. 
IF SWALLOWED, this product wiU cause gastrointestinal tract irritation. 
Immediately dilute by swallowing water or milk. Get medtcdl attention. 
NOTE TO PHYSICIAN: Probable mucnsal damage may contraindate the 
use of gastric: lavage. 
IF INHALED, remo.e individual to lresh air. Get medical attention if 
breathing diNic,,1ty develops. 

In case of an emergency mvolving this p,oduct, 
Call Collect. day or night (314) 694-4000. 

Environmental Hazards 

Do not apply diredly 10 water, to areas where surtace water is p,...,nt or 
to intertidal areas below the mean high water mark. Oo not oont:aminate 
waten,t,en di5P0Singof equ,pment washwaters. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored using only stainless 
steel. aluminum, fd>erglass., plastic: or plastic:• lined steel oontalner$. 
DO NOT MIX OR STORE THIS PROOIJCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. 
This p<oduct or solutions of this product react with such oontainers and 
tanks to produce h)ldrQ8en gas which may lorm a highly ccmblls!ible gas 
mi>tu<e. This gas mixture could flash or explode, causing serious personal 
injury, tt ign~ed by open flame. spark, welder's torch. lighted ciprette or 
othe< ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any manner Inconsis­
tent with its labelw1g. 

Storage and Disposal 
Oo not a,ntaminate water, loodstuth, feed or seed by storage or disposal. 
DISPOSAL: 
Wastes resultirig from the use ol this product that cannot be used or 
chemically rep,ocessed should be disposed of in a landfiH aw,oved tor 
pesticide c!i-f or in aaadance with applicable Federal, state or local 
Pf'O()edures. 
Emptied oontainer retains vapor and product residue. Ob--.e al labeled 
safeauards until oontainer Is deaned, recond'rtloned ct destroyed. DO NOT 
CUT ORWELO ON OR NEARTHISCONTAJNER. 
Triple rinse emptied bull< a,ntoiners. Then olfer lor reeydq ct reaxdtion­
in&, or dispose of in a manner al)l)tOYed by state and local authorities. 

FOR REFORMULATION M. A HERBICIDE ONLY 

..,- U V' fftOftt.effiO ShKtdaC ....... 
DWr,.M.,M '4$17 "'2 0..-U b 
....... s-t .... .. 
......... 2~ 4-42 tofbfr4IOI en 
RMMd2.•.2&,.ff b On 'WINti 4NI 

I 

• - .... 

CONCENTRATE 

.SHACKLE® B 
HERBICIDE BY Monsanto 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in industrial, residential and ornamental areas. 

Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" belore 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 

DA N G E R ! Rf.Id fl'faUliom .. lido panel 

In ase of an emereency involving th~ product 
Call Collect, day or night. (314) 694-4000. 

,~T·)\I PROOF 
' 

-

ACTIVE INGREDIENT: 
"Glyphosate, N-{phosphonomethyt)glycine, in the 

form of its isopropylamine salt. . • . . . . . . 41.0'l 
INERT INGREDIENTS: ...........••••••• 59.0'l 

IDD.O'l 
"Contains 480 grams per liter or 4 pounds per U.S. gallon 
of the active ingredient, glyphosale, in the form of its 
isopropylamine salt Equivalent to 356 erams per liter 
0< 3 pounds per U.S. gallon of the acid, glyphosate. 

EPA Reg. No. 524-339 

EPA Est. No. 524-tA-l 

NET U.S. GAL 

ACCEPTED 
a APR - 2 \992 , 
Ur · .,,. • e~--al ln'!C<'.ici:-IP. 
1 y.w ,-ldr, ~ ~ ... ,,.•~nticid5 JCcL 
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1. REGISTRATION NUMBER CYCLE 2. CATE RECEIVEO 

SUBMISSION REVIEW RECORD I I s!J. !Lf I -1 l I 3 j3 h I ci°J ~r1 19 Yi .l. G 
J. )CIO PUcll..lCATION NECESSAi;Y 4 , PETITION NO. s. P.ECEIVEO PM TEAM 

D u:s D Tl 0AY 

I y" NO 

I I 
6. METHOD OF SUPPORT 7. PRODUCT MANAGER NO. a. PROJECTED RETURN 

• 24 D za D ic I ... o I 0r I YR 

L I 
9 .0ATE PULi.EC 10. DATE PUSLISHEO 11. ACTION T~~ \ .h CODE 12. OUTGOING CATE 

3) \~ \~~ 
(..k~A. \..vo--<; 

I 
'-'O 

I 
0 r l YR 

'
1
~"".,.,, 4 ½ 1 O 3 u tJ I I 

3' OA,; REVIEW COMPLETED 
~WW REVIEWER COM• ' >o ;,a. a REVIEW TYPE CODE SIGNATURE OF REVIEWER MENT 
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OCT 3 I 1938 

Mr. Roy G. Danhaus 
Monsanto Company 
1101 17th Street NW. 
Washington , DC 20036 

Dear H.r. Danhaus : 

Subject: Shackle c Herbicide (Notification of Brand Name) 
EPA Registration llo . 524- 339 
Your Letter Dated June 29, 1988 

Your notification of the anditional brand name •Exchange• for the 

subject product has been received and is acceptabl e . A stamped copy of 

the iabeling bearing this name is enclosed for your records. 

Sincerely yours , 

Rot,ert J . Taylor 
Product Manager ( 25 ) 
Fungicide- Herbi cide Branch 
Registration Division (TS-767C) 

52716 : I:Taylor : T- 8 : KENC0:10/20/88 : 11/01/88 :de :EK :VO: CT 

CONCURRENCES 

:;::.~~:;;·•I· ··• • •··•···· 1:: •: • • • • :• • :::•:f::: • • • •••••••••••I•••• ·. ·· _._. 1..-. • · ·I• ·••: • • • • •····•l:: •: :: : :: :•.· • • •• · 
EPA F orm 1320-1 (12-70) OFF ICIAL FILE COP Y 
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Director 

Monsanto 
Monsanto Company 
1101 17th Street, N.W 

Washrngton, D.C. 20036 

Phone: (202) 452-8880 

June 29, 1988 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 726 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • ••••• 

.... 
• • •• 
• 

• ••• • • • . .. 
• 

••• • • • •• • 
Subject: Notification of N~~•.•. 

Dear Sir: 

Product Name •• • 
EXCHANGE™ Herbicide 
EPA Reg. No. 524-339 

On September 24, 1980, the Agency approved SHACKLE® C Herbicide and assigned 
it the registration number 524-339. SHACKLE® C is identical to ROUNDUP 
Herbicide (EPA Reg . No. 524-308), both products containing 41% 
isopropylamine salt of glyphosate active ingredient. 

The SHACKLE® C label contains the statement "For formulation of products (not 
to exceed 10% active ingredient) for weed and grass control in industrial, 
residential and ornamental areas." The EXCHANGE™ Herbicide label will not 
restrict reformulation to products containing up to 10% active ingredient. 
The EXCHANGE™ Herbicide label contains the statement "FOR MANUFACTURING, 
REFORMULATION AND REPACKAGING AS A HERBICIDE ONLY." 

The EXCHANGE™ Herbicide label also has the following addition of Directions 
for Use "It is a violation of Federal law to use this product in any manner 
inconsistent with its labeling." 

As official notification of the additional product name EXCHANGE™ Herbicide, 
Monsanto is submitting five (5) final printed 54 gallon drum container 
labels for the Agency files. Also, a copy of the SHACKLE® C Herbicide label 
is enclosed for your reference. 
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If you have any questions or comments concerning this new product name 
notification, please contact Dr. Kevin Cannon. 

/db 
Enclosure 

cc: K. F. Cannon 
G. B. Fuller 
L. L. Gingerich 
D. L. Gerwitz 
K. E. Smith 
C. L. Tozer 

Sincerely, 

Roy G. Danhaus ••• • 
Senior Registrati~••~~cialist •: 

• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • • •••• 

•••• • •• •• • 
• 

• •• • • • • •• 
• •• • • • ••• 
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PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 
HARMFUL IF SWALLOWED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wash thoroughly with soap and water after handling. 

FIRST AID: IF IN EYES, immediately flush with plenty of 
water for at least 15 minutes. Call a physician. 

IF ON SKIN, immediately flush with plenty of water. Re­
move contaminated clothing. Wash clothing before 
reuse. 

IF SWALLOWED, this product will cause gastrointesti­
nal tract irritation. Immediately dilute by swallowing 
water or milk. Call a physician. 

In case of 3-'1 emergency involving this product, 
Call Coll-9-::t, day or night,(314) 694-4000. 

Enviro.nniental Hazards 

Do not apply directly to water or wetland (swamps, bogs, 
marshes or potholes). Do not contaminate water by clean­
ing of equ1pme'1t or dispasl3.I of wastes. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored only 
in stainle3s st€el, aluminum, fiberglass, plastic and 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS 
OF THIS PRODUCT IN GALVANIZED STEEL OR UN­
LINED STEEL (EXCEPT STAINLESS STEEL) CONTAIN­
ERS OR SPRAY TANKS. 

This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which may 
form a highly combustible gas mixture. This gas mixture 
could flash or explode, causing serious personal injury, if 
ignited by open flame, spark, welder's torch, lighted 
cigarette or other ignition source. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in any 
manner inconsistent with its labeling. 

Storage and Disposal 

Do not contaminate water, foodstuffs, seed or feed by 
storage or disposal. 

DISPOSAL: 
Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed of 

in a landfill approved for pesticide disposal or in accor­
dance with applicable Federal, state or local procedure!.. 
Emptied container retains vapor and product residue. Ob­
serve all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

Do not reuse container. Triple rinse container. Then punc­
ture and dispose of in a sanitary landfill , or by incinera­
tion , or, if allowed by state and local aut horities, by 
burning. If burned, stay out of smoke. 

FOR MANUFACTURING, REFORMULATION AND 
REPACKAGING AS A HERBICIDE ONLY. 

LIMIT OF WARRANTY ANO LIABILITY 
This Company warrants.that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
WARRANTY OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTABILITY IS 
MADE. This warranty is also subject to the conditions and 
limitations stated herein. 

Buyer and all users shall promptly notify this Company of 
any claims whether based in contract, negligencaarict 
liability, other tort or otherwise. W 
Buyer and all users are responsible for all loss or damage 
from use or handlnig which results from conditions be­
yond the control of this Company, including, but not limit­
ed to, uses or applications in any manner not explicitly set 
forth in this label or application to or contact with desir­
able vegetation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
AND THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY AND ALL LOSSES, IN­
JURIES OR DAMAGES RESULTING FROM THE USE OR 
HANDLING OF THIS PRODUCT (INCLUDING CLAIMS 
BASED IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, 
OTHER TORT OR OTHERWISE) SHALL BE THE PUR­
CHASE PRICE PAID BY THE USER OR BUYER FOR THE 
QUANTITY OF THIS PRODUCT INVOLVED, OR, AT THE 
ELECTION OF THIS COMPANY OR ANY OTHER SELLER, 
THE REPLACEMENT OF SUCH QUANTITY, OR, l~ T 
ACQUIRED BY PURCHASE, REPLACEMENT OF ~ H 
QUANTITY. IN NO EVENT SHALL THIS COMPANY OR 
ANY OTHER SELLER BE LIABLE FOR ANY INCIDENTAL, 
CONSEQUENTIAL OR SPECIAL DAMAGES. 
Buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement. 

In case of an emergency involving this product, 
Call Collect, day or night (314) 694-4000. 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A. ~ 

® 

-

-· 

EXCHANGE™ 
HERBICIDE BY Monsanto 
ACCEPTJ! D 

n('T 3 I 1988 
J • •• •• . . . . . 

... . . . ' 
Under the Federal lnaeotl.cide. 
Fungicide, and Rodenticlde Act. 
ae amended, for the p•ticide 

I •• ••• . . . . .. 
. . . . . 

• • 

. . . "' . . . . . 
registered unde1 
EPA Reg, No., 

Read the entire label before using this product. 

Read " LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 

WARNING! Read precautions on side panel. 

NET 54 U.S. GAL. 

ACTIVE INGREDIENT: 

.. . . . . . . . 

*lsopropylamine salt of glyphosate . . . . . . . . 41.0% 
INERT INGREDIENTS: . ..... ... . . . . . ... . 59.0% 

100.0% 
*Contains 480 grams per litre or 4 pounds per U.S. gal­
lon of the active ingredient isopropylamine salt of N­
(phosphonomethl)glycine. Equivalent to 356 grams per 
litre or 3 pounds per U.S. gallon of the acid, glyphosate. 

Product protected by U.S. Pat. Nos. 3,799,758 and 
4,405,531 cover use. Other patents are pending. No 
license granted under any non-U.S. patent. 

© MONSANTO COMPANY 1988 

™Exchange is a trademark of Monsanto Company. 
®Registered trademark of Monsanto Company. 
EPA Reg. No. 524-339 

EPA Est. No. 524-LA- 1 MAP-2975/53L 
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LIMIT OF WARRANTY AND LIABILITY 
This Company warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
WARRANTY OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTABILITY IS MADE_ 
This warranty is also subJect to the conditions and limitations 
stated herein 
Buyer and all users shall promptly notify this Company of any 
claims whether based in contract, negligence, strict liability, 
other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions beyond 
the control of this Company. including, but not limited to, 
uses or applications in any manner not explicitly set forth in 
this label or application to or contact with desirable vege­
tation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HANDLING 
OF THIS PRODUCT (INCLUDING CLAIMS BASED IN CON­
TRACT, NEGLIGENCE, STRICT LIABILITY, OTHER TORT OR 
OTHERWISE) SHALL BE THE PURCHASE PRICE PAID BY 
THE USER OR BUYER FOR THE QUANTITY OF THIS 
PRODUCT INVOLVED. OR, AT THE ELECTION OF THIS 
COMPANY OR ANY OTHER SELLER, THE REPLACEMENT 
OF SUCH QUANTITY, OR, IF NOT ACQUIRED BY PUR­
CHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER BE 
LIABLE FOR ANY INCIDENTAL, CONSEQUENTIAL OR 
SPECIAL DAMAGES. 

Buyer and all users are deemed to have accepted the terms 
of this LIMIT OF WARRANTY AND LIABILITY which may not 
be varied by any verbal or written agreement 

U.S. Pat. No. 3,799,758 and U.S. Pat. No. 4 ,405,531 cover 
use. Other patents are pending. 

No license granted under any non-U.S. patent. 

©MONSANTO COMPANY 1988 

'Shackle is a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A. Em 

® 

MAP-2233.ll /53F 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 
HARMFUL IF SWALLOWED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wash thoroughly after handling. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 

15 minutes. Call a physician. A 
IF ON SKIN, immediately flush with plenty of water. Remove contan• 
nated clothing Wash clothing before reuse. 
IF SWALLOWED, this product will cause gastrointestinal tract irntat1-
lmmediately dilute by swallowing water or milk. Call a physician. 

In case of an emergency mvolving this product, Call Collect, 
day or night (314) 694·4000. 

Environmental Hazards 

Do not apply directly to water or wetland (swamps, bogs. marshes or 
potholes). Do not contaminate water by cleaning of equipment or disposal 
of wastes. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored only in stainless steel, 
aluminum, fiberglass, plastic and plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF TH. 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEP 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. A 
This product or solutions of this product react with such containers aP 
tanks to produce hydrogen gas which may form a highly combustible gas 
mixture. This gas mixture could flash or explode, causing serious personal 
injury, if ignited by open flame, spark, welder's torch, ltghted cigarette or 
other ignition source. 

Storage and Disposal 

Do not contaminate water, foodstuffs, seed or feed by storage or disposal. 

DISPOSAL: 
Wastes resulting from the use of this product that cannot be used or 
chemically reprocessed should be disposed of in a landfill approved for 
pesticide disposal or buried on site in a safe place away from water supplies. 
All disposal should be in accordance with applicable Federal, state or local 
procedures. 

Emptied contamer retains vapor and product residue. Observe all labeled 
safeguards until container is cleaned, reconditioned or destroyed. DO NOT 
CUT OR WELD ON OR NEAR THIS CONTAINER. 

Triple rinse emptied bulk contamers. Then offer for recycling or recondition­
ing, or dispose of in a manner approved by state and local authorities. 

CONCENTRATE 

SHACKLE® C 
-- HERBICIDE BY Monsanto 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in industrial, residential and ornamental areas. 

In Acco.rda »ox RE'VI.EWEl) 
.Bas noe 11i th PR 

•
is a violation of federal law to use this product in any 
~nner inconsistent with its labeling 

- d the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 

WAR N f N G ! Read precaultons on side panel. 

In case of an emergency involving this product, 
Call Collect, day or night, (314) 694•4000. 

ed on Drart Lab Nottce 82 .. 2 
e l .tne> D"'t • 

"' .. e~ £.5 
ACTIVE INGREDIENT: 

*lsopropylamme salt of glyphosate . . . . . . . 41.0~ 
INERT INGREDIENTS: ........ .. . .. . . . .. . 59.0~ ......... 

• . .. .. 100.oa;, 

*Contains 480 gram!'P~sr.lit1u or 4 ~~lJer U.S. gallon 
of the active ingrectient; sciJropylamute salt of N~phos­
phonomethy0 glyciR&. ~ tvalent to 356 grams per liter 
or 3 pounds per U.S. ~UOn of tha acid. glyphosate. 

EPA Reg. No. 524-

. . . . . . . . . . . . . . 
• • 1 • • • • . . . . . . .. . 

EPA Est. No. 524-NC-l .. . . . . 
• • • 

NET U.S. GAL. 
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Director 

Monsanto 
Monsanto Company 
1101 17th Street, N.W. 

Washington, O.C. 20036 
Phone; (202) 452-8880 

Regi strati on Division (TS767C) 
Office of Pesticide Programs 
U.S . Environmental Protection Agency 
1921 Jefferson Dav i s Highway 
Crystal Mall #2 , Room 726 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shackle C Herbi cid e 
EPA Reg. No. 524-339 

Dear Sir : 

As part of an ongoing effort to comply with the data submission 
requirements of the doc ument '' Guidance for the Re registrati on of 
Pe s ticide Products Containing Glyphosate as the Active Ingre­
d ient", Monsanto is submitting fi ve (5) copies of the Shackle C 
h erbicide no weight bulk label . This label has been updated to 
comply with the labeling requirements d escribed in the registra­
tion standard . 

If you have any questions regarding this submission, please con­
tact either Kevin Cannon or me. 

cc: KFC 

Sincerely, 
•••••• • • • • • • • • 
•••••• 

• • •••••• • 
•••• • • .. .... 

• 

• • J r • • • •• • ••• 
Timothy J . Long, Ph. 0 . : • 
Senior Registration•~pecia\i6.~ • 

•• • 
•• • • • • •• • 
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UNITED STATES ENV IRONMENTAL PROTECTION AGENCY 

WASHIN GTON, D .C. 20460 

OFFICIIE 01' 
PESTICIDES A N D TOXI C SUBSTANCES 

Dr. Timothy Long 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Dr. Long: 

Subject: MON 0139 (Response to Registration 
EPA Registration No. 524-318 
MON 0139 (62\ Solution) 
EPA Registration No. 524-333 
Shackle C 
EPA Registration No. 
Roundup Herbicide 
EPA Registration No. 
Accord Her bicide 

524-339 V 

524-308 

EPA Registration No. 524-326 
Shackle Herbicide 
EPA Registration No. 524- 330 
Polado Herbicide 
EPA Registration No. 524- 332 
Bronco 
EPA Registration No. 524-341 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Herbicide 
EPA Registration No. 524- 351 
Roundup L&G Herbicide 
EPA Registration No. 524- 370 
Landmaster II 
EPA Registration No. 524- 376 
Ranger Herbicide 
EPA Registration No. 524-382 

SEP - 7 1988 

Standard) 

Your Letters Dated November 7 and December 22 , 1986; 
January 27, Ma.rch 6, April 10, June 5, and June 8, 1987 

The scientific review and evaluation of the information/data 
submitted above have been completed. The following are our conclusions 
and comments. 
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Residue Chemistry 

1. We agree that a label r estriction for crayfish farming in rice 
fields will not be necessary once the tolerance for shellfish is 
established . Until the shellfish tolerance is established, the 
restriction on double-cropping crayfish in rice fields must 
remain . 

2 . Since you have agreed to do the grape processing study and since 
the processing of both grapes and plums is essentially only a 
drydown procedure , we defer judgment on the plum processing 
requirement until the grape processing study is reviewed. 

3. We accept the proposed revised labeling for cancellation of 
specific 24(c) registrations on sorghum/selective equipment and 
imposing a grazing and feeding restriction for pineapple and 
sugarcane. 

4 . Section 180.364(c) of Title 40 of the Code of Federal Regulations 
(40 CFR 180 . 364(c)) needs to be completely revised by deleting 
the existing crop groupi~gs and proposing new groupings that are 
consistent with 180. 34(f) (I through XVIII excluding the herbs and 
spices crop group XIX). Since field trial residue data are not 
available for commodities in the herbs and spices crop group, 
and for other commodities not in a crop group such as those in 
180.34(f)(7), i.e. , banana , peanuts , mushrooms, etc. , field 
trial r esidue data are required from the proposed use to support 
a 40 CFR 180 . 364(c) tolerance. 

5 . Based on a previous report showing irrigation waters containing 
0 . 5 and SX application rates for 3 consecutive days on representative 
commodities from seven crop groups, the Agency concludes that 
additional field trial data will not be required for crop group 
tolerances for the proposed irrigation uses. 

6 . We conclude that the HPLC glyphosate method is an impr ovement 
over the GLC method. It generally gives equal or higher, and 
more consistent, recoveries . We point out the potential for more 
positive glyphosate samples and results closer to existing 
tolerances . Overall data are lacking to show tolerances need t o 
be r e vised upward. The limit of sensitivity or quantification 
should be s tated as 5 ppb in water and the water limit of 
detection should be 0.5 ppb. 

7 . Clean, non-CBI or proprietary (no copyright) methods using the 
ninhydrin/absorbance detector to enforce food tolerances and the 
direct injection HPLC r evision of these me thods to enforce/monitor 
the o. s ppm water tolerance a r e needed for publication in PAM-II 
at the same time we publish the MTO, assuming it passes the MTO. 
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Toxicology 

1. Rat Feeding Study 

a . During the discussion, the dose levels were stated to be 
1000, 5000, and 20 , 000 ppm for the rat study. Based on the 
discussion presented, 20,000 ppm would be consistent with 
the position paper on maximum tolerated dose (MTD) and the 
seemingly lack of dose- related effects in the 90- day study. 

b . In the discussion , it was stated by the Agency that a low 
dose had to be used that would establish the NOEL for the 
study . The June 5, 1987 Monsanto letter states that the 
following dose levels have been chosen for the chronic rat 
study : 0 , 2000, 8000, and 20 , 000 ppm. Please note the 
Agency has only concurred with the high-dose, not the mid­
and low- dose levels . 

2 . The Agency concurs with the waiver request regarding the acute 
inhalation study with glyphosate technical . This study is not 
required . 

3 . Mouse Oncogenicity Study 

a. The Agency does not concur with the waiver request of the 
repeat mouse study. 

b . The repeat mouse oncogenicity study is considered to be a 
specially designed study for the specific purpose of 
clarifying certain unresolved questions relating to the 
potential oncogenicity of glyphosate . Therefore, the 
following recommendations are made : 

1) The study should be performed at dosage levels of 7500, 
15,000, and 30, 000 ppm. 

2) Only male mice should be tested; 200 mice per group may 
be needed. 

3) A "tier approach" to the pathological examinations in 
this study. 

a) First, a very thorough and complete gross necropsy 
should be performed on all animals in this study, 
particularly noting all findings suggestive of 
possible tumors . 

b) Second, a full and complete set of tissues/organs 
should be excised and fixed from each animal in the 
study (for possible future need) . 
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c) Third, it will only be necessary in the "first tier" 
to do the following: 

i . Process and examine multiple sections of kidney 
and liver from all high dosage levels and control 
animals in the study. 

ii. Process and examine all grossly observed "findings" 
suggestive of possible tumors from all animals 
in all groups of the study. 

4) If the "first tier" examinations do not suggest a potential 
oncogenic concern, then additional histopathological 
examinations will not be necessary. 

c . A proposed protocol should be submitt ed to the Agency for 
comment before the experimental work is initiated. 

d . This study is required to be submitted within 50 months from 
the date of this letter. 

Environmental Fate 

1. Protocols for Aquatic Dissipation, Forestry, and Irr igated 
Crops 

a . Analytical methods were not included; ther efore , a complete 
assessment cannot be made at this time. 

b . Parent compound and the major degradates need to be 
analyzed. 

c. Information noted under Reporting and Evaluation of Data, 
164-2, 164-3 , 165- 3, and 160-5 should be included . 

d . The soil and sediment sampling/compositing p r otocol, and 
sample storage conditions, should be included for each study. 

e . Samples should be taken to sufficient depth to adequately 
define the extent of leaching. 

f . For the aquatic dissipation study, a site representative of 
a typical rice- gr owing area should be included . 

g . In the irrigated crop study, the sampling of soil at harvest 
of irrigated crops is not addressed and the referenced field 
data were not included . 

h . In the forestry study, the Instructions for Field Residue 
Plots (RES- 86-GSOP- 071 - 0) were not included. 
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2. For the photodegradation report FR-258 the spectrum of the light 
source used should be submitted . This information is required to 
be submitted within 9 months of the date of this letter. 

3 . The photodegradation in air is deferred·pending the results of 
the volatility study. 

4. The aerobic metabolism study referenced does not fill Guideline 
requirements . Laboratory experiments should be sufficiently 
controlled to be able to produce a residue decline curve. The 
laboratory rate of metabolism is needed as well as the identifi­
cation of residues . Therefore , an aerobic soil metabolism study 
must be submitted within 27 months of the date of this letter. 

5. When an acceptable anaerobic aquatic metabolism study is 
submitted, the anaerobic soil metabolism study may be waived. 

6 . The major problem with the aerobic aquatic metabolism study 
referenced (MS- 0207) was that missing data points as well as the 
time length was too short to demonstrate the pattern of 
formation and decline of•the degradate MON 0453 . Therefor e, an 
aerobic aquatic metabolism study must be submitted 27 months 
from the date of this letter. 

7 . No information is available to indicate the study MSL-0207 was 
carried out under anaerobic conditions . If you have data to 
support the claim of anaerobic conditions , this information must 
be submitted within 27 months from the date of this letter. 
Otherwise, a repeat study must be submitted within the 27 
months . 

a. Based on the available information, the leaching requirement for 
glyphosate is satisfied. 

9. Copies of the studies cited for the rotational crop accumulation 
studies and fish accumulation studies should be submitted for 
review. 

10. Field Dissipation 

a. Dissipation of Glyphosate in u.s . Field Soil Following 
Direct Application of Roundup Herbicide 

1) The portions of this study conducted at the North 
Dakota (2 , 4 , and 8 lb ai/A treatments) , Illinois (2 and 
4 lb ai/A), Indiana (4 and 8 lb ai/A), Ohio (2 lb 
ai/A), Colorado (sandy loam soil, 4 lb ai/A; loamy 
sand, 4 and 8 lb ai/A) , Texas (2 , 4 , and 8 lb ai/A); 
North Carolina (2 , 4 , and 8 lb ai/A), California (2 lb 
ai/A), Oklahoma (4 and 8 lb ai/A), Idaho (2 lb ai/A), 
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Tennessee (2 , 4, and 8 lb ai/A), and Kentucky (4 lb 
ai/A) sites are scientifically sound and provide 
supplemental information towards the registration of 
glyphosate. 

2) The portions of this study conducted at the Illinois 
(8 lb ai/A), Colorado (sandy loam, 2 and 8 lb ai/A; 
loamy sand, 2 lb ai/A), California (4 and 8 lb ai/A), 
Oklahoma (2 lb/A), Idaho (4 and 8 lb ai/A) , Kentucky (2 
and 8 lb ai/A), and Florida (2 and 8 lb ai/A) sites are 
unacceptable because the data were too variable to 
accurately assess the dissipation of glyphosate in 
soil. 

3) The portions of this study conducted at the Indiana (2 
lb ai/A) and Ohio (4 and 8 lb ai/A) sites are unacceptable 
because insufficient material was present at any sampling 
interval to establish a residue decline curve. 

4) The portion of the study conducted at the Minnesota 
(2, 4 , and 8 lb•ai/A) site is unacceptable because of 
inadequate sampling intervals . 

5) Glyphosate (Roundup, test substance not further 
characterized), at 2, 4, and 8 lb ai/A, dissipated from 
the upper 6 inches of clay loam (North Dakota, Illinois, 
Indiana, Ohio), sandy loam (Texas , North Carolina), 
sandy clay loam (California) , loamy sand (Colorado, loam 
(Oklahoma), silt loam (Idaho, Indiana), and silty clay 
loam (Kentucky) soils with a half-life of< 64 days . 
At the Colorado (sandy loam soil) site, the half-life 
of glyphosate was 194 to 301 days after the application 
of Roundup at 4 lb ai/A. At all sites by 1 year post­
treatment, glyphosate declined in the Oto 6 inch soil 
depth from 0.25 to 3. 68 ppm to< 0.05 ppm at the 2 lb 
ai/A rate, 0.11 to 2 . 3 ppm to< 0 . 05 to 0 . 2 ppm at the 
4 lb ai/A rate, and 0 . 52 to 12 . 6 ppm to< 0.05 to 0 . 19 
ppm at the 8 lb ai/A rate. Maximum concentrations of 
the pr imary degradate , aminomethylphosphonic acid (AMPA) 
were 0 . 39, 0 . 58 , and 3.07 ppm at the 2, 4, and 8 lb 
ai/A rates, respectively . In the 6 to 12 inch soil 
depth, glyphosate concentrations were < 0 . 17 ppm and 
AMPA concentrations were< 0 . 23 ppm. The degradate 
N-nitrosoglyphosate was not detected(< 0 . 02 ppm) at 
any site. 

6) This study does not fulfill EPA data requirements for 
r egistering pesticides because the test substance was 
not completely characterized, the test soils were not 
completely characterized, field test data were not 
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provided, no pretreatment samples were taken, and no 
immediate posttreatment samples were taken at Indiana 
and Ohio sites . 

b . Dissipation of Glyphosate in U. S. Field Soils Following 
Multiple Applications of Roundup Herbicide 

1) This study is unacceptable because either the data were 
too variable to accurately assess the dissipation of 
glyphosate in soil, or else the sampling intervals were 
inadequate to establish the half- life of the test 
substance. 

2) This study does not fulfill EPA data requirements for 
registering pesticides because the test substance was 
not characterized, the pattern of formation and decline 
of degradates wa.s not addressed in the orchard soil 
study, soil characteristics , including textural analysis, 
were not reported, field test data were not reported, 
and storage stability data were not reported • 

• 
c . Neither of the studies discussed above satisfy data 

requirements; therefore, field dissipation studies are 
required within 27 months of the date of this letter. 

11. Forestry Dissipation (Roundup Herbicide Dissipation in Cool 
Climate Forest Soil and Leaf Litter) 

a . This study is scientifically sound and provides 
supplemental information towards the registration of 
glyphosate. 

b . Glyphosate (Roundup, test substance not further characterized) 
at 1.7 and 3 . 4 kg/ha, dissipated with a half-life of< 15 days 
in leaf litter and in the Oto 6 cm depth of exposed (nonlitter 
covered) soil. At 344 days posttreatment, < 3 . 2 percent of 
the applied glyphosate remained undegraded in the litter 
and< 10 percent remained undergraded in the soil. In the 
7 to 12 cm soil depth , glyphosate ranged from< o.s ppm 
(detection limit) to 2 . 73 ppm and was independent of treat­
ment rate . AMPA was< 1 . 17 ppm in the Oto 6 cm depth of 
exposed soil and< 0 . 05 to 2 . 06 ppm in the litter treated 
at 1.7 kg/ha , and< 2.34 ppm in the soil and 0 . 36 to 6 . 79 
in the litter treated at 3.4 kg/ha; maximum AMPA concentra­
tions in the soil were measured on day 344 (final sampling 
interval). 

c . This study does not fulfill the EPA data requirements for 
registering pesticides because dissipation of glyphosate in 
the forest canopy , understory, lakes, and streams was not 
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addressed; the soil and litter were not sampled deep enough 
to define the extent of leaching and meteorological data 
were not provided. 

d . Since this study does not fulfill requirements , a repeat 
study must be submitted within 27 months of the date of 
this letter. 

Fish and Wildlife 

1. An Evaluation of the Preemergence Herbicidal Activity of CP-
70139 

a. The data submitted satisfy the Guidelines 122- 1 Seed 
Germination/Seedling Emergence requirement. 

b . Glyphosate (CP-70139) applied to soil at up to 10.0 lb ai/A 
caused< 25 percent effect on the spectrum of monocotyledonae 
and dicotyledonae plants tested. 

c . Testing at the Tier rt level for seed germination/seedling 
emergence is not required . 

2. Vegetative Vigor Testing 

a. Since glyphosate is a broad spectrum herbicide affecting 
grasses and broadleaf weeds, we assume that a> 25 percent 
detrimental effect would be observed using the maximum label 
rate on the 10 species recommended in Subdivision J of the 
Guidelines . For this reason, Tier I, Vegetative Vigor 
Testing (122-1) will not be required. 

b. To determine the non toxic , subtoxic (LEC50), and EC50 values for glyphosate , Tier II Vegetative Vigor Testing 
(123- 1) will be required. This study is required to be 
submitted within 9 months of the date of this letter. 

Sincerely yours , 

Robert J . Taylor ,Sf) 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS- 767C) 
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UNITED STATES ENVIRONMENTAL PROTECT ION AGENCY 

WASHINGTO N , D .C. 2 0460 

OFFICE OF 

sE.? - 1 \988 
PESTIC IDES A ND TOXIC SUB STANCES 

Dr. Timothy J . Long 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Dr . Long: 

Subject: MON 0139 {Response to Registration Standar d) 
EPA Registration No . 524- 318 
MON 0139 (62\ Solution) 
EPA Registration No. 524- 333 
Shackle C • 
EPA Registration No. 524- 339/ 
Roundup Herbicide 
EPA Registration No. 524- 308 
Accord Herbicide 
EPA Registration No. 524- 326 
Shackle Herbicide 
EPA Registration No. 524- 330 
Polado Her bicide 
EPA Registration No. 524- 332 
Bronco 
EPA Registration No. 524- 341 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Her bicide 
EPA Registration No. 524- 351 
Roundup L&G Her bicide 
EPA Registration No. 524-370 
Landmaster II 
EPA Registration No. 524-376 
Ranger Herbicide 
EPA Registration No. 524-382 
Your Letters Dated September 3 , September 8, September 9, 

September 10, 1987; February 23, February 24 , March 16 , 
April 15, June 20, and July 18 , 1988 
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This acknowledges recei pt of the data submitted above in response to 
the Registration Standard for Glyphosate. The following are a l ist of 
studies/information submitted and MRID Numbers assigned the data. 

1. Olives and Olive Oil Information 

2. Soybean Soapstock Information 

3 . Peanut Information 

4. Tea Information 

5 . Wheat Milled Products Information 

6 . Residue Determination of Glyphosate in Laying Ben 
Tissues and Eggs Following a 28- Day Feeding Study - 405320-01 

7 . 

8 . 

9. 

1 0 . 

11 • 

Residue Determination of Glyphosate and AMPA in 
Swine Tissues Following a 28-Day Feeding Study 

Residue Determination o~ Glyphosate and AMPA in 
Dairy Cow Tissues and Mille Following a 28- Day 
Feeding Study 

Storage Stability Study of Glyphosate and AMPA 
in Swine Tissues, Dairy Cow Tissues and Milk, 
Laying Hen Tissues and Eggs 

. 13 14 
Metabolism Study of Synthetic C/ C-Labeled 
Glyphosate and Aminomethylphosphonic Acid in 
Lactating Goats 

. 13 14 Metabolism Study of Synthetic C/ C-Labeled 
Glyphosate and Aminomethylphosphonic Acid in 
Laying Bens 

12. Validation of an Analytical Method for the 
Determination of Glyphosate Residues in Animal 
Tissues 

13. Glyphosate Residues in Alfalfa Hay and Seed 

- 405320-02 

- 405320-03 

- 405320-04 

- 405413- 01 

- 405413-02 

- 405413-03 

Following Scattered Spot Treatment - 405413-04 

14 . Irrigated Crop Study - Determination of Glyphosate 
Residues in Crops , Irrigation Water, Sediment, 
and Soil Following Treatment of Irrigation Source 
with Rodeo - 405413-05 

15. 90- Day Study of Glyphosate Administered in Feed 
to Sprague- Dawley Rats - 405594- 01 
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16. Residues in Celery 

1 7 . Residues in Spinach 

18 . Residues in Mango 

19. Metabolism of Glyphosate in Sprague-Dawley Rats 
Part I 

20. Metabolism of Glyphosate in Sprague-Dawley Rats 
Part II 

21. Glyphosate Residue in Plums and Prunes Following 
Preharvest Treatment with Roundup Herbicide 

22 . Glyphosate Residues in Potatoes and Processed 
Fractions of Potatoes After Treatment with 
Roundup Herbicide 

23 , Glyphosate Residues in Grapes and Grape Processing 
Commodities Following o.i.rected Spray Treatment 

- 405780- 01 

- 405780- 02 

- 405804-01 

- 407671 - 01 

- 407671-02 

- 407853- 01 

- 407853- 02 

with Roundup Her bicide - 407853- 03 

24. Glyphosate Residues in Sugar Beets and Sugar Beet 
Processi ng Commoditie s Following Preemergent - 407853- 04 
Application of Roundup Herbicide 

Sincerely yours, 

Robert J . Taylor 
\)\J 

Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS-767C) 
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Director 

Monsanto 

Monsanto Company 
1101 17th Street, N.W. 
Washington, O.C. 20036 
Phone: (202) 452-8880 

December 8, 1987 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.s: Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 726 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Glyphosate Guidance Document 
Memorandum of Understanding on 
December 2, 1987 EPA/Monsanto Meeting 

Dear Sir: 

On Wednesday, December 2, 1987, the Environmental Protection Agency 
and Monsanto personnel met to review and develop clarification on several 
glyphosate registration standard issues. The attached memorandum 
outlines what transpired during this meeting, and we are submitting it 
for your information and file use. 

If you have any questions or additions to this memorandum, pleas~ •. ~. 
contact Lyle Gingerich or me. 

Sincerely, 

... 

T.J. Long , Ph.D. ; 
Senior Registration Specialist 

/bj 
cc: L.L. Gingerich 
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December 2 1 1987 Glyphosate Registration Standard Meeting -

On Wednesday, December 2, 1987, the following people met at the 
Environmental Protection Agency offices to review and develop 
clarification on some glypbosate registration standard questions: 

EPA Personnel 

Robert J. Taylor (HFB/Reg . Div.) 

Monsanto Personnel 

Tim Long (St. Louis, MO) 
Tom Armstrong (St. Louis, MO) 
Lyle Gingerich (Washington, DC) 

During the discussion, the following comments were developed: 

1. Monsanto's November 2, 1987 letter to the Agency requesting 
postponement of additional protective clothing requirements for 
glyphosate ptoducts bas been routed to the Exposure Assessment Branch for 
review. Based upon comments in our meeting, Monsanto can probably expect 
a response by mid- December, 1987. 

2. Monsanto's October 20 , 1987 letter to the Agency requesting deletion 
of the requirement for chemical resistant aprons and boots for glyphosate 
products bas been routed to the Toxicology Branch for review. 

3. Regarding Monsanto's November 5, 1987 submission of nitrosamine 
analysis data, the Toxicology Branch bas reviewed the data and indicated 
that there are no toxicological concerns. By December 15, 1987 an Agency 
response to this submission will be expected by Monsanto. 

4. Regarding Monsanto's request to change the preharvest interval for 
the stone fruits group (cherries, peaches, plums, or prunes) from 14 to 
17 days, it was agreed that Monsanto should submit a revised label 
incorporating this change. This will fulfill the registration standard 
requirement for magnitude of residue data on stone fruits. 

S. All preharvest corn and sorghum processing studies will be submitted 
by Monsanto during the first quarter of 1988 (required submission dates are 
2/11/88 and 8/11/88). 

6. Regarding Monsanto's request to amend the prebarvest interval f.:,1 . • 

coffee from 14 days to 28 days and to reduce the maximum year)y use rate 
to 2.0 lbs a . e . /acre, it was agreed that Monsanto should sµomit a revisPd 
label incorporating these changes. This will fulfill the registratf~n 
standard requirement for magnitude of residue data in coffee. 
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7. On September 8, 1987 Monsanto submitted correspondence to the Agency 
stating that the spot treatment recommendation for peanuts had been removed 
from the Roundup label. Furthermore, since preemergence peanut residue data 
show no detectable glyphosate or AMPA residues, the peanut processing residue 
data requested in the registration standard should no longer be required. 
Bob Taylor indicated that this correspondence has been circulated through the 
Agency for review. Monsanto awaits a response. 

8. Monsanto is still awaiting written Agency concurrence on a maximum 
dose level of 20,000 ppm for the rat oncogenicity study currently being 
conducted. Please refer to Monsanto's letter of June 8 , 1987, and send us 
your written concurrence. 

In conclusion, based upon this meeting, it is Monsanto's understanding 
that, to date, we are in full compliance with the- ~egistration standard 
submission requirements . For the specific requirements for which we have 
requested a waiver, the currently listed "Time Frame for Submission" dates in 
the guidance docwnent are no longer applicable. If (after EPA/Monsanto 
discussion) the listed data requirements are still deemed necessary, a new 
time frame for submission of data will be establ ished. 

Any comments or additions to this memorandum should be addressed to Lyle 
Gingerich or Tim Long. 

' ' ..... 
C • ' 

( . 
• 

' ( ~ 
<: C c, 
C <: C, 

C.' ,. 
t ' I... t \. " C I (._(: __ _ 

< ~. 

·.r 

.,. 
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Monsanto 

Monsanto Company 
1101 17th Stree!, N.W. 
Washington, D.C. 20036 
Phone: (202) 452-8880 

September 23 , 1987 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 726 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

--

Subject: Glyphosate Guidance Document 
Memorandum of Understanding 

Dear Sir: 

on September 18, 1987 EPA/Monsanto 
Meeting 

On Friday, September 18, 1987, the Environmental Protection Agency and 
Monsanto personnel met to review and develop clarification on some 
glyphosate registration standard questions. The attached memorandum 
outlines what transpired during this meeting, and we are submitting it 
for your information and file use. 

If you have any questions or additions to this memorandum, please contact 
Lyle Gingerich or myself. 

/yd 

Attachment 

cc: L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 

. ' ' ...., ' 

' ' ' . 
< 

O & • I ( 

•· r 
< ' •••• 

.... 
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SEPTEMBER 18, 1987 GLYPHOSATE REGISTRATION STANDARD MEETING_ 

On Friday, September 18, 1987, the following people met at the Environmental 
Protection Agency's office to review and develop clarification on some 
glyphosate registration standard questions: 

EPA PERSONNEL 

Robert Taylor (HFB/Reg. Div.) 

MONSANTO PERSONNEL 

Tom Armstrong (St. Louis, MO) 
Lyle Gingerich (Washington, D.C.) 

During the discussion, the following comments were developed: 

1. The Agency's glyphosate computer printout· that list the status of the 
glyphosate data requ.irements is available; however, the list is 6 to 
8 months behind on what has really transpired. 

2. Submissions since our June 17, 1987 meeting were reviewed. Overall, 
Monsanto is in full compliance to date; and our future submissions 
are on schedule. 

3. During the first quarter of 1988 , the Agency plans to respond to 
Monsanto's request for the Chronic House Study waiver . 

4. For the crops that the Agency has requested a revised Section F, 
Monsanto may combine the various tolerance requests into one (1) 
petition and submit one $10,400 fee plus $725 for each raw 
agricultural commodity on which a tolerance is requested. Thus for 
the revision of three tolerances, a $12 ,575 check should be 
submitted. 

5. For the August 28, 1987 Agency letter on "Data Requirements for 
Alternate Salts of Glyphosate", the word "Filled" means the Agency 
needs to review the data for the specific crops in question . For 
those crops or uses that do not involve the cited data gaps, those 
requested registrations will not be affected by the August 28, 1987 
Agency letter . 

6. It is our understanding that the Residue Chemistry 171-4 Storage 
Stability Data Timeline for submission is 18 months (not 15 ~onths 
as it is incorrectly listed for Product Chemistry 63- 17 in the 
Registration Standard). 

.. (. . , . 
< • 

r' 
"'' , .. 

,. ' 
In addition to the above comments, it is both the Agency's and Monsar.to's ~~ . .. 
understanding that for the specific ~opics Monsanto has requested a ·waiver ~~:,~ 
the currently listed "Time Frame for Submission" dates (in the Glypl:.osate ',.' 
Guidance Document) are no longer applicable. If (after EPA/HonsanL0 ,L• 

discussion) the listed data requirements are still necessary, a new time • ~ ,., 
frame for submission dates will be established. ., •. ~ 

' 
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UNITED STATES ENVIRONMENTAL PROTECTION A GENCY 

WASHINGTON , D .C . 20460 

' t ':.&, 

OFFICE OF 
P ESTICIDES A N O T OXI C SU B STANCES 

Mr . Kevin L, Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr. Cannon: 

AUG 2 8 1987 

Subject: Roundup Herbicide (Nontarget Ar ea Aquatic Plant Growth Data ) 
EPA Registr a t ion No. 524- 308 
MON 0139 
EPA Registration No . 524- 318 
Accord Herbicide 
EPA Registration No . 524-326 
Shackle Herbicide 
EPA Registration No . 524- 330 
Polado Herbicide 
EPA Registration No. 524- 332 
MON 0139 (62% Solution) 
EPA Registrat ion No . 524-333 
Shackle C 
EPA Registration No . 524- 339 vi' 
Bronco 
EPA Registration No . 524-341 
Rodeo Herbicide 
EPA Registrat ion No . 524- 343 
Landmaster Herbicide 
EPA Regist rat ion No . 524- 351 
Roundup L&G Herbicide 
EPA Registr ation No. 524- 370 
Landmaster I I 
EPA Registration No. 524-376 
Ranger Herbicide 
EPA Registration No. 524- 382 
Your Letter Dated J une 12 , 1987 

We have your let ter of June 12 , 1987 transmitti ng nontarget ar ea 
aquatic plant growth data on five aquatic species . Further action will 
await completion of scientific r,view and eval uation . 
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The Master Record Identification Numbers assigned the data are 
as follows: 

Volume I 
Volume II 
Volume III 
Volume IV 
Volume V 

Volume VI 

40236901 
40236902 
40236903 
40236904 
40236905 
40236906 

Sincerely yours , 

v,t..,v-> 
Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 

I 
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Director 

Monsanto Company 

1101 171h Street, N.W. 

Washington, 0 .0. 20036 
Phone: (202) 452-8880 

June 12, 1987 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Dear Sir: 

Subject: Glyphosate Guidance Document 
Submittal of Nontarget Area 
Aquatic Plant Growth Data 

I n the glyphosate registration standard (issued August 11, 1986), the 
Agency requested (on page 89); that Aquatic Plant Growth Data be submitted 
per §158.150 Nontarget Plants data requirement 122-2 (Tier 1). In 
compliance with this request, Monsanto is submitting (under separate cover) 
five (5) volumes (R.D. 779, 780, 781, 782, 783) of data that were developed 
per guideline 123-2 (Aquatic Plant Growth, Tier 2). 

According to Subdivision J, Nontarget Plants guideline (page 40) portlons :~f 
Tier 1 (§ 122- 2) test may be combined with the respective parts of the' Tier ·2 
test (§123-2) and performed as one test; therefore, our Monsanto glyphosate 
data have been developed and submitted per the 123- 2 requirements. 

The Tier 2 test include the following five (5) aquatic species : 

o Selenastastrum capricornutum 
o Navicula pelliculosa 
o Skeletonema costatum 
o Anabaena flos - aquae 
o Lemna gibba 
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Mr. Robert J. Taylor 
June 12, 1987 
(Page 2) 

·, 

We request the Agency assign MRID numbers to the submissions and notify 
Monsanto of these numbers. If you have any questions concerning this 
submission, please contact Lyle Gingerich or myself. 

Attachment 

cc: L. L. Gingerich 

I 

Sincerely 

Thomas F. Armstrong 
Registration Manager 

'' ' . ' 
' . -

'' C 

• 

' . 
• • 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASH ING TON, D .C. 20460 

OP'FICE OF 

PESTICIOES AND TOXIC SUBSTANCES 

Mr. Kevin L. Cannon 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Mr . Cannon: 

~\JG 2. S 

I 
Subject: MON 0139 62% Solution (Memorandum of Understanding Rat Feeding Study) 

EPA Registration No. 524- 333 
MON 0139 
EPA Registration No. 524-318 
Shackle C j 
EPA Registration No. 524-339 
Your Letter Dated June 8 , 1987 

We have your letter of June 8 , 1987 transmitting a memorandum of 

understanding confirming a high dose level for the 2-year rat feeding 

study . The memorandum has been routed to the proper discipline for comment. 

• 
Sincerely yours, 

\,~ 
Robert J . Taylor 
Product Manager (25) 

~ngicide-Herbicide Branch 
Registration Division (TS- 767C) 
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UNITED STATES ENV I RONMENTAL PROTECTION AGENCY 

WASHINGTON, D .C. 20460 

OPFICE OF 
P ESTICIDES A ND TO X IC SUBSTANCES 

Mr . Kevin L. Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (Citrus Fruit Residue Information) 
EPA Registration No . 524- 308 
MON 0139 
EPA Registration No . 524-318 
Accord Herbicide 
EPA Registration No . 524- 326 
Shackle Herbicide 
EPA Registration No. 524-330 
Polado Herbicide 
EPA Registration No. 524- 332 
MON 0139 (62% Solution) 
EPA Registration No. 524- 333 
Shackle C ✓ 
EPA Registration No. 524- 339 
Bronco 
EPA Registration No. 524-341 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Herbicide 
EPA Registration No. 524-351 
Roundup L&G Herbicide 
EPA Registration No . 524-370 
Landmaster II 
EPA Registration No. 524-376 
Ranger Herbicide 
EPA Registration No . 524-382 
Your Letter Dated April 10 , 1987 

,... ? 8 87 

The scientific review and evaluation of the subject data have been 
completed . The following are our comments/conclusions . 

1 • The calculations to deri/e whole fruit residues in PP#6G1734 
have been satisfactorily clarified. 
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2. The residue data submitted in PP#6G1734 are adequate to support 
the citrus fruits group tolerance. 

3. The established tolerance of .. 0 . 2 ppm for citrus is adequate . 

4 . The established feed additive tolerance of 0 . 4 ppm for dried 
citrus pulp is now considered inadequate . The registrant should 
submit a feed additive petition proposing that the level be 
increased to 1 . 0 ppm, based on availabl e data in PP#6G1734 . 

5. Concentration of residues has been shown to occur in citrus 
molasses . A feed additive tolerance of 1 .0 ppm should be proposed 
the processing fraction, citrus molasses at 1 . 0 ppm. 

Further action will await proposal of the r equested feed additive 
tolerances . 

I 

Sincerely yours , 

Robert J . Taylor 
J ~1.,J 

Product Manager (25 ) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 
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U N ITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHING T O N , D.C. 204 6 0 

fi.\JG '2. 8 \981 

OFFI CE OF 
PESTI CIOES A N O TOXIC SUBSTAN CES 

Mr. Kevin L. Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (Reconsideration of Worker Safety Rules) 
EPA Registration No . 524- 308 
MON 0139 
EPA Registration No . 524-318 
Accord Herbicide 
EPA Registration No . 524- 326 
Shackle Herbicide 
EPA Registration No . 524- 330 
Polado Herbicide 
EPA Registration No. 524-332 
MON 0139 (62% Solution) 
EPA Registration No. 524-333 
Shackle C 
EPA Registration No. 524-339 / 
Bronco 
EPA Registration No. 524-341 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Herbicide 
EPA Registration No. 524-351 
Roundup L&G Herbicide 
EPA Registration No. 524-370 
Landmaster II 
EPA Registration No . 524- 376 
Ranger Herbicide 
EPA Registration No. 524-382 
Your Letter Dated February 9 , 1987 

The scientific review and evaluation of the information submitted 
above have been completed . The following are our comments/conclusions . 

1 • Based on some of the acufe toxicology studies on file and 
poisoning incidences reported for glyphosate use in California, 
the Agency concludes that some formulations of glyphosate 
are eye irritants and possibly skin irritants . 
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2. To clarify some of the possible confusion in the Registration 
Standard in regard to worker safety rules , the following statements 
are required for nonhome use products . 

a . The following statements are required for all glyphosate 
products that contain the signal word "WARNING" based on 
either dermal irritation or eye irritation. 

Keep all unprotected persons , children, 
livestock, and pets away from treated areas 
or where there is danger of drift. 

Do not rub eyes with hands . See First Aid 
(Practical Treatment) Section. 

HANDLE THE CONCENTRATE ONLY WHEN WEARING THE 
FOLLOWING PROTECTIVE CLOTHING AND EQUIPMENT. 

Wear chemical resistant gloves, chemical 
resistant apron , chemical resistant shoes, 
shoe coverings, or boots, long sleeve shirt, 
long legged pants, and a face shield or 
goggles . 

WEAR THE FOLLOWING PROTECTIVE CLOTHING DURING 
APPLICATION, EQUIPMENT REPAIR, CLEANING, 
DISPOSAL OF THE SPRAY SOLUTION, AND DURING 
REENTRY TO TREATED AREAS BEFORE THE SPRAY BAS 
DRIED. 

Wear long sleeved shirt, long legged pants, 
chemical resistant gloves , and a face shield 
or goggles . A helmet with visor may be worn 
during open cockpit aerial application. 

Only during application from a tractor with a 
completely enclosed cab or aerially with an 
enclosed cockpit will the face shield or 
goggies and gloves not be required. Chemical 
resistant gloves must be available in the cab 
or cockpit and must be worn while exiting . 

IMPORTANT! Before removing gloves , wash them 
with soap and wfter . Always wash hands , face 
and arms with soap and water before smoking, 
eating, drinking, or toileting. 
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AFTER WORK, wash protective clothing and 
equipment with soap and water after each use. 
Personal clothing worn during use should be 
laundered separatelf from household articles . 
Clothing or protective equipment heavily 
contaminated or drenched with glyphosate must 
be disposed of in accordance with State 
or local regulations . 

HEAVILY CONTAMINATED OR DRENCHED CLOTHING 
CANNOT BE ADEQUATELY DECONTAMINATED. 

b . The following Worker Safety Rules are required for all 
glyphosate products intended for agricultural uses and 
containing the signal word "CAUTION. " 

Keep all unprotected persons , children, 
livestock, and pets away from treated. ar eas 
or where there is danger of drift. 

When handling this product wear chemical 
resistant gloves , long sleeve shirt, and long 
legged pants . 

Before removing gloves , wash them with soap 
and water. Always wash hands , face , and arms 
with soap and water before smoking , eating, 
drinking, or toileting. 

After work: Wash clothing and gloves with 
soap and water after each use. Personal 
clothing worn during use should be laundered 
separately from household articles. Clothing 
or protective equipment heavily contaminated 
or drenched with glyphosate must be disposed 
of in accordance with State or local regulations . 
Heavily contaminated or drenched clothing 
cannot be adequately decontaminated . 

~ 

Sincer ely yours , 

;Robert J . Taylor \]¥,~ 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 



187

-

UNITED STATES ENV IRONMEN TAL PROTECTION AGENCY 

WAS H I N G T O N , O.C. 20460 

OFFICE OF 
PESTICIDES AND TOXI C SUBSTAN CES 

Mr. Kevin L. Cannon 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: MON 0139 62\ Solution (Review of Processing Protocols) 
EPA Registration No. 524-333 
MON 0139 
EPA Registration No. 524-318 
Shackle C 
EPA Registration No. 524- 339 / 
Your Letter Dated December 22, 1986 

The scientific review and evaluation of the processing protocols 
submitted above have been completed. The following are our conclusions/ 
comments . 

I. GRAPE PROCESSING PROTOCOL 

The following deficiencies are noted. 

o No information is provided on storage of samples. 
Documentation of storage procedures/conditions and adequate 
(concurrent) frozen storage stability data are needed to 
validate the integrity of residues in experimental samples . 

o No information is provided on the processing procedure 
itself . You are advised to follow standard/accepted 
commercial processing procedures or, if the processing is 
done on a laboratory scale, to simulate actual commercial 

• practice as closely as possible. Details of the processing 
procedure followed should be included as part of the 
petitioner ' s study report . 

o No information is provided on the analytical methodology to 
be used for determining ;residues . You are advised to use 
accepted enforcement methods , appropriately validated. 
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II . THE PRUNE PROCESSING PROTOCOL 

The same deficiencies as stated in the grape processing protocol 
apply for this protocol. 

III. POTATO PROCESSING PROTOCOL 

In addition to deficiencies stated for the grape processing 
protocol, the following deficiency exists for the potato 
processing study. 

o Processed potato waste is now recognized as an animal feed 
item. Potato waste is defined as "wet or dried potato 
pulp, wet or dry potato peel, or a mixture of these 
commodities." Feed additive to l erances for pesticide 
residues should be established in or on "processed potato 
waste" using the maximum reported level in/on cull potatoes, 
granules , wet pee 1, and dry pee 1. 

IV. SUGAR BEET PROCESSING PROTOCOL 

The same deficiencies as stated for the grape processing study 
apply for this protoco 1. 

V. ALFALFA PROCESSING PROTOCOL 

Deficiencies 1 and 3 stated for the grape processing study apply 
for this protocol. 

Provided the above studies are conducted properly and result in 
measurable weathered residues in the raw agricultural commodities, they 
should provide the processing data needed to determine the need, if any, 
for food/feed additive tolerances on these commodities and to satisfy the 
identified data gaps (note the additional requirement now being imposed 
by this letter to provide wet and dry potato peel data) . A final judgment 
of adequacy will await review of the actual studies . 

Please note these ;;tudies are due X months (see Table A of Registration 
Standard) from the date of issuance of the Standard. 

Comments on other protocols submitted with these wi 11 follow once 
the scientific review and evaluation are completed • 

.,Sincerely yours, 

~\Y 
Robert J . Taylor V 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS- 767C) 
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UNITED STATES ENVIRONME, l AL PROTECT ION AGENCY 

WASHI N GTON, D.C. 20460 

OFFICE OF 
PESTI CIDES A N D TOXI C SUBSTANCES 

Mr . Kevin L. Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr . Cannon : 

Subject: MON 0139 (Confirmation of Dosages for Rat Metabolism Study) 
EPA Registration No . 524- 318 ~ 

$;hackle Herbicide mo t\J ol'3~ l<.e"'l"'Jl,~-t.il:M'!>' 
EPA Registration No . --§.21-330 .Si.~ - 3 ~> AUG 2 8 1981 
Shackle C Herbicide 
EPA Registration No. 524-339 ~ 
Your Letter Dated November 10, 1986 

The scientific review and evaluation of the letter submitted above 

have been completed . We concur that the high dose level of glyphosate in 

the rat metabolism study should be 1 g/kg . 

I 

Sincerely yours , 

Robert J . Taylor 
Product Manager (25) 
Fungicide-Her bicide Branch 
Registration Division (TS- 767C) 
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U N IT ED ST ATES EN V I RONMENTAL PROT ECTION AGENCY 

WAS H I N G TON , O .C . 2 0460 

OF'FI CII! O f' 

PESTICI DES A ND TOX I C SU B S T A N CES 

MEMORANDUM 

SUBJECT: Glyphosate - Glyphosate Rat Metabolism Study -
Response to Monsa nto ' s Letter Regarding High- Dose 
Level - EPA Regis t ration No . 524- 333 

FROM: 

TO : 

THRU : 

Caswell No. 661A 
Record No . 197280 
Proj . No . 7-0803 

Wi l liam Dykstr a / / // · /J #3,;-(:;. / I? 
Toxicol ogy Branch PT/A.I~ .1-/---'7 .......,. _ _ ?I .71 7 

Haza r d Eva l uation Div i sion (TS-769C ) 

Robert Tayl or , ~M 25 
Fungicide-He r b i c i de Br a nch 
Regist r ation Divi sion (TS- 767C) 

Edwin Budd , Sect i on Head 
Toxicol ogy Br anch 
Haza r d Eval uation Di vis i on ( TS- 7 69C) 

Ac t ion Request ed 

Respond to Monsanto ' s letter regarding high- dose level 
for glyphosate i n rat metabolism study . 

Conc l us i ons a nd Reccmmendati o ns 

Toxicol ogy Bra nch ( TB) concur s t hat the h igh- dose level of 
glyphosate i n t he r at met abol ism s tudy s h ould be 1 g/kg . 
Th i s dose l evel was agreed upon by Monsanto and TB (see l ett er 
of November 10 , 198 6 f r om T . J . Long of Monsanto to R. Tayl or , 
RD/OPP ; attached) by p r ev i ous telepho ne communications . 

Revie w - No new toxicity data we r e s u bmitt ed . 

I 

Attachme n t 



191

• • 

-

Reoe i ved IIV J J 1986 

Monsanto AGRICULTO'RAL AJ'PAIRS 

o .. ,;,:-, _y ('-,~ .\ t..A \-u ~rt.\ 

MONSANTO AGAICUL TUAAL COMPANY 

800 N Lindbergh Boulevard 

St Louis. M1ssourr 63167 

Phone (314) 694-1000 

November 10, 1986 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 

Dear Sir: 

Product Manager (25) 

Subject: Glyphosate Rat Metabolism Study 
• Response Requested 

In Monsanto's response to the EPA "Guidance Document on the Reregis­
tration of Pesticide Products Containing Glyphosate" submitted on 
November 7, 1986 it was stated that we would comply with the 
requirement to submit a new rat metabolism study . During the develop­
ment of a protocol for this study, a question was raised regarding how 
high the high dosage level needed to be for a relatively non-toxic 
material such as glyphosate. Based upon the following rationale, it 
is Monsanto's opinion that a high dosage level of 1 gram per kilogram 
of body weight (1 g/kg) is sufficient to achieve the purposes of a 
general metabolism study. We request the Agency's concurrence on this 
issue. 

The EPA FIFRA Pesticide Assessment Guidelines (November, 1984) state 
that "The upper dose should produce toxic or pharmacologic signs, but 
not produce severe effects or a high i ncidence of mortality which would 
prevent a meaningful evaluation." When glyphosate is administered in 
single oral doses, it is not possible to elicit signs of toxicity in the 
absence of high mortality. A review of the results of the acute oral 
toxicity study in rats with glyphosate (BD-77-428; EPA Accession No. 
241301) confirms this statement. At dosage levels which do not elicit a 
high percent mortality, no significant effects on body weight gain or 
physical signs of toxicity are observed. Significant signs of toxicity 
(i.e. ataxia, tremors, etc.) are only sporadically observed at high 
dosage levels which kill the majority of exposed animals. 

1 un11 of Mont •t'llO Company 
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Director 
Nov. 10, 1986 
page - 2-

With these results in mind, if one refers again to the FIFRA testing 
guidelines for a 90-day subchronic feeding study, it is stated that if 
no toxicity is observed in a limit test at 1 gram/kg, further testing is 
not normally required. Furthermore, the Agency's 1986 "Position Paper 
on Maximum Tolerated Dose in Oncogenicity Studies" states that in 
oncogenicity studies, a dose of 1 gram/kg body weight per day should 
provide an adequate upper limit for testing. Since one of the purposes 
of a metabolism study is to aid in the interpretation of results of 
these long-term animal studies, dosage levels above 1 gram/kg should not 
be necessary for relatively non-toxic materials such as glyphosate. 

Finally, due to the limited aqueous solubility of glyphosate (1.2%), 
administration of dosages greater than 1 gram/kg in distilled water or 
saline would not be technically feasible. Even at a dosage of 1 gram/kg 
it will be necessary to buffer the dosing solution to pH 7 in order to 
increase the solubility of glyphosate to a degree which will enable 
maintaining dosing volumes within acceptable limits. 

On November 5, 1986 I spoke with the Agency's Bill Dysktra regarding this 
issue. Dr. Dysktra agreed that, based upon our discussion, a high dosage 
level of 1 gram/kg for the rat metabolism study should be adequate. He 
suggested confirming this with Ted Farber. Therefore, on November 10, 
1986 I discussed our rationale with Dr. Farber. He agreed that a high 
dosage level of 1 gram/kg would be sufficient. He requested that l 
document our conversation in writing to you. 

I would appreciate receiving your concurrence on the agreement reached 
between myself and Ors. Farber and Dykstra as soon as possible. If you 
would like to discuss this issue further, please feel free to call me at 
(314) 694-8851. 

/jb 

bee: T.F. Armstrong 
E.E. Debus 
T.W. Fuhremano 
L.L. Gingerich 
R.L. Harness 
F.S. Serdy 

Sincerely, 

~d-~ 
Timothy J. Long, Ph.D. 
Product Toxicology Specialist 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY-- · 

WASHINGTON , D .C. 20460 

Ol"l'IClt 01' 
PIESTtCIDSS AND T OXI .. C SU• STANC•a 

Mr. Kevin F . Cannon 
Monsanto Company 
11 01 17th Street NW. 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (Citrus Fruits Residue Information) 
EPA Registration No. 524-308 
MON 0139, EPA Registration No . 524-318 
Accord Herbicide, EPA Registration No. 524- 326 
Shackle Herbicide , EPA Registration No . 524-330 
Polado Herbicide, EPA Registration No. 524-332 
MON-0139 (62\ Solution), EPA Registration,,No. 524-333 
Shackle C, EPA Registration No . 524-339 \/ 
Bronco, EPA Registration No. 524- 341 
Rodeo Herbicide, EPA Registration No . 524-343 
Landmaster Herbicide, EPA Registration No . 524-351 
Roundup L&G Herbicide, EPA Registration No . 524- 370 
Landmaster II, EPA Registration No . 524-376 
Ranger Herbicide, EPA Registration No. 524-392 
Your Letter Dated April 10, 1987 

We have your letter of April 10, 1987, transmitting citrus fruits 
residue information in support of the subject registrations . Further 
action will await completion of scientific review and evaluation. 

The Maste r Record Identification (MRID) Number assigned this information 
is 40159401 . 

Sincerely yours, 

Robert J . Taylor\) V,U 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY-. 

WASHINGTON , D .C. 2.04110 

Ol'l' IC• 01' 
~-•Trc1O•• A NO T OXIC •u• s TANC IU 

Mr . Kevin F . Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr . Cannon: 

J 2 A \981 

Subject: Roundup Herbicide (Seed Germination/Seedling Emergence Study) 
EPA Registration No . 524- 308 
MON 0139, EPA Registration No . 524- 318 
Accord Herbicide, EPA Registration No . 524- 326 
Shackle Herbicide, EPA Registration No. 524- 330 
Polado Herbicide, EPA Registration No. 524-332 
MON- 0139 (62\ Solution) , EPA Registration No . 524-333 
Shackle c , EPA Registration No. 524-339t/ 
Bronco, EPA Registration No. 524-341 
Rodeo Herbicide, EPA Registr ation No . 524- 343 
Landmaster Herbicide, EPA Registration No. 524- 351 
Roundup L&G Herbicide, EPA Registration No. 524-370 
Landmaster II, EPA Registration No. 524- 376 
Ranger Herbicide, EPA Registration No. 524- 382 
Your Letter Dated April 10, 1987 

We have your letter of April 10, 1987, transmitting Plant Protection 
data (Seed Germination/Seedling Emergence) in support of the subject 
registrations. Further action will await completion of scientific review 
and evaluation. 

The Master Record Identification (MRID) Number assigned this study is 
40159301 . 

Sincerely yours , 

Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS- 767C) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTO N , D .C. 20460 

OFFICE O F 
P ESTICIDES A N D TOXIC SUBSTAN CES 

Mr. Kevin F. Cannon 
Monsanto Company 
11 01 1 7th Street NW. 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (Request Deletion of Vegetative 
Vigor Requir ement) 

EPA Registration No . 524- 308 
MON 0139, EPA Registration No. 524- 318 
Accord Herbicide, EPA Registration No. 524- 326 
Shackle Herbicide, EPA Registration No . 524- 330 
Polado Herbicide, EPA Registration No. 524- 332 
MON- 0139 (62% Solution), EPA Registration No. 524- 333 
Shackle c, EPA Registration No. 524-339✓ 
Bronco, EPA Registration No. 524- 341 
Rodeo Herbicide, EPA Registration No. 524- 343 
Landmaster Herbicide, EPA Registration No. 524-351 
Roundup L&G Herbicide , EPA Registration No. 524- 370 
Landmaster II, EPA Registration No. 524- 376 
Ranger Herbicide, EPA Registration No. 524- 39 2 
Your Letter Dated March 6, 1987 

I", ? ll \981 

We have your letter of March 6 , 1987 transmitting a request for 

deletion of the Vegetative Vigor Requirement. Further action will await 

completion of scientific review and evaluation. 

Sincerely yours, 

\) \<., vJ 
Robert J. Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street, N.W. 

Washington. O.C. 20036 
Phone: (202) 452-8880 

March 6, 1987 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2 , Room 716D 
Arlington , Virginia 22202 • 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Amended Comments to 

Dear Sir: 

Glyphosate Guidance Document, 
Request deletion of §158.150 Plant 
Protection, 122- 1 Vegetative Vigor 
Data Requirement 

Roundup® Herbicide 
EPA Registration No. 524-308 
Shackle® Herbicide 
EPA Registration No. 524-330 
Shackle C® Herbicide 
EPA Registration No. 524-339 
Polado® Herbicide 
EPA Registration No. 524- 332 
Rodeo® Herbicide 
EPA Registration No . 524-343 
Roundup L&G® Herbicide 
EPA Registration No. 524-370 
Landmaster® Herbicide 
EPA Registr ation No . 524-351 
Landmaster II® Herbicide 
EPA Registration No. 524-376 
MON-0139 (62% solution) 
EPA Registration No. 524-333 
Ranger® Herbicide 
EPA Registration No. 524- 382 

Roundup® herbicide (EPA Reg. No. 524-308) is a glyphosate formulaGio~, 
and it has been registered by the Agency sin ce 1974. In addition, 
various other glyphosate herbicide formulations are also registere~ ty 
t he Agency. Gl yphosate herbicides control most act ively growing · 
herbaceous plants, including many emerged annual and perennial grdsse~ 
and broadleaf weeds. 
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Mr. Robert Taylor 
March 6, 1987 
Page 2 

As part of the reregistration process, the glyphosate Guidance Document 
(issued August 11, 1986) requested the following §158.150 Plant 
Protection, Subdivision J (Nontarget Plants) data be developed: 

122-1 
122-1 
122-2 

seed germination/seedling emergence 
vegetative vigor 
aquatic plant growth 

Per the completion date listed in the glyphosate Guidance Document 
(pages 89 and 90), Monsanto plans to submit to the Agency the 122-1 seed 
germination/seedling emergence and 122-2 aquatic plant growth data. 
Howeyer, since glyphosate herbicides control most emerged annual and 
perennial grasses and broadleaf weeds and the approved glypbosate 
herbicide labels already provide adequate precautionary labeling or 
other statements to minimize the potential adverse effects to nontarget 
plants, it would be redundant and unnecessary for Monsanto to conduct 
the Agency requested 122-1 vegetative vigor studies that are designed to 
determine if glyphosate applications will cause abnormal symptoms in 
herbaceous seedlings. 

For your reference, attached are Agency approved Roundup® herbicide and 
Rodeo® herbicide label segments that have nontarget plant precautionary 
labeling statements highlighted in yellow . 

Since glyphosate herbicides labels already contain nontarget plant 
precautionary labeling statements, glyphosate herbicides control most 
emerged annual and perennial weeds and it would be redundant for Monsanto 
to conduct the requested ·122-1 vegetative vigor studies, Monsanto is now 
amending our submitted November 7, 1986 glyphosate Guidance Document 
compliance comments by requesting Agency approval to delete the 122-1 
vegetative vigor data requirement. This amendment request is a follow-up 
to the February 1987 discussion that Mr. Lyle Gingerich and yourself had 
concerning the 122-1 vegetative vigor data requirement. 

'• 
If you have questions about this glyphosate Guidance Document deletion 
request, please contact Lyle Gingerich or myself. 

Sincerely, 

~~ 
Thomas F. Armstrong 
Registration Manager 

/jjs 

Enclosures 
cc: L. L. Gingerich 

.. . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY-. 

WASHING TON , D .C . 20460 

OIPP"I Clll 0 " 
l'& STICIOSS ANO T O J(t~ S U • S T ANCK• 

Mr . Kevin F . Cannon 
Monsanto Company 
11 01 17th Street NW . 
Washington , DC 20036 

Dear Mr . Cannon : 

Subject: Roundup Herbicide (Request to Delete Wor ker Safety Rules 
f r om Label) 

EPA Registration No. 524- 308 
MON 0139, EPA Registration No. 524-318 
Accord Herbicide, EPA Registration No. 524-326 
Shackle Herbicide , EPA Registr ation No . 524- 330 
Polado Herbicide , EPA Registration No. 524- 332 
MON- 0139 (62\ Solution) , EPA Regi stration No. 524- 333 
Shackle C , EPA Registration No . 524-339 ✓ 
Bronco, EPA Registration No . 524-341 
Rodeo Her bicide, EPA Registr ation No . 524- 343 
Landmaster Herbicide, EPA Registr ation No . 524- 351 
Roundup L&G Herbicide , EPA Registration No. 524- 370 
Landmaster II , EPA Registration No . 524-376 
Ranger Herbicide , EPA Registration No, 524- 382 
Your Letter Dated February 9 , 1987 

We have your letter of Febr uary 9 , 1987 , transmitting a repor t 

2 A \981 

entitled "Irritation, Sensitization , Photoirritation, and Photosensi­
tization Assays with Glyphosate Herbicide" in support of a request to delete 
the worker safety rules labeling . Further action will await completion 
of scientific review and evaluation . 

The Master Record Identification (MRID) Number assigned this study is 
40085601 . 

Sincerely yours , 

Robert J . Taylor 
\)"'v.) 

Product Manager (25) 
Fungicide- Herbicide Branch 
Registrati on Division (TS-767C) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHING TON, D .C . 20460 

o,.,.,cE OP' 
PIESTI CIOIES AN O T OXI C S UBSTANC ES 

Mr . Kevin F . Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr . Cannon: 

Subject: Roundup Herbicide (Additional Information on Mouse 
Oncogenicity Study) 

EPA Registration No . 524- 308 
MON 0139, EPA Registration No. 524- 318 
Accord Herbicide, EPA Registration No . 524- 326 
Shackle Herbicide, EPA Registration No. 524-330 
Polado Herbicide, EPA Registration No. 524- 332 
MON-0139 (62% Solution), EPA Registration No . 524-333 
Shackle C, EPA Registration No . 524-339 V 
Bronco, EPA Registration No. 524-341 
Rodeo Herbicide, EPA Registration No . 524- 343 
Landmaster Herbicide, EPA Registration No . 524- 351 
Roundup L&G Herbicide , EPA Registration No. 524- 370 
Landmaster II , EPA Registration No . 524- 376 
Ranger Herbicide, EPA Registration No . 524-38 2 
Your Letter Dated January 27, 1987 

2 A \9S1 

We have your letter of January 27, 1987, transmitting additional 

information on the mouse oncogenicity study . Further action will await 

completion of scientific review and evaluation . 

Sincerely yours, 

\)~ 
Robert J . Taylor 
Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 
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Director 

Monsanto 

Monsanto Company 

110117th Street.N. W. 
Washington, O. C. 20036 

Phone: (202) 452 - 8880 

January 27, 1987 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington , Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Glyphosate Guidance Document, 
Additional Information to Support 
Roundup® Herbicide 

Dear Sir: 

EPA Registration No. 524-308 
Shackle® Herbicide 
EPA Registration No. 524-330 
Shackle C® Herbicide 
EPA Registration No. 524-339 • 
Polado® Herbicide 
EPA Registration No. 524-332 
Rodeo® Herbicide 
EPA Registration No. 524-343 
Roundup L&G® Herbicide 
EPA Registration No. 524- 370 
Landmaster® Herbicide 
EPA Registration No. 524-351 
Landmaster II® Herbicide 
EPA Registration No. 524-376 
MON-0139 (62% solution) 
EPA Registration No. 524-333 
Ranger® Herbicide 
EPA Registration No. 524-382 

On August 9, 1983, Monsanto submitted to the Agency an eight (8) volume 
report entitled "A Chronic Feeding Study of Glyphosate in Mice" . The 
accession numbers 251007 - 251014 were assigned to this submission. 
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Mr. Robert J . Taylor 
January 27, 1987 
Page 2 

In the glyphosate registration standard (issued August 11, 1986), the 
Agency requested the glyphosate oncogenicity study in mice be repeated. 
The Agency stated glyphosate produced an equivocal oncogenic response 
in the mouse; and the SAP determined that the oncogenic potential of 
glyphosate could not be determined from existing data and •pFoposed that 
the study be repeated in order to clarify these equivocal findings 
(refer to pages 6, 7 and 81 of the glyphosate guidance document). 

Monsanto firmly believes that glyphosate is not an oncogen, and we 
therefore do not agree with the position taken by the Agency. We 
believe that all of the data on file with the Agency clearly show that 
glyp~osate does not exhibit any treatment related oncogenic effects. 

Monsanto has compiled information that totally supports its position on 
glyphosate. In addition to Monsanto's own evaluation, this matter has 
been reviewed by various United States independent experts. The 
unanimous conclusion reached by these scientists is that there is no 
treatment-related oncogenic effect from glyphosate in the chronic mouse 
study as questioned by EPA. The independent expert's conclusion were 
submitted to the Agency on January 23, 1986 as part of Monsanto's 
glyphosate comments for the February 11, 1986 SAP meeting, and 
independent expert's conclusions were also submitted November 7, 1986 as 
part of Monsanto's comments to the Glyphosate Guidance Document. 

The purpose of this submission is to offer additional expert information 
which further supports our conclusion that glyphosate is not oncogenic 
in mice. 

Monsanto is now submitting pages 30, 31 and 32 of the FAO (Food and 
Agriculture Organization) Plant Production and Protection Paper #77, 
(dated January 27, 1987) a report covering the 1986 Joint Meeting on 
Pesticide Residues (JMPR) in Rome . The JMPR is a joint meeting of the 
FAO and the World Health Organization (WHO). The purpose of this meeting 
is to establish maximum residue levels (MRL's) for agricultural chemicals 
involved in international trade . The unanimous conclusion of this WHO 
panel was that there was no evidence of an oncogenic effect in the 
chronic mouse study. 

This report from the JMPR, plus all of the other expert opinions 
available to the Agency, provides conclusive evidence that the subject 
mouse study does not exhibit any treatment related oncogenic effects. 
Hence, we request that the Agency do the following: 
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Mr. Robert J. Taylor 
January 27, 1987 
Page 3 

A. Conclude that the mouse oncogenicity study conducted with 
glyphosate exhibits no treatment related oncog~nic effects. 

B. Accept this subject study as being adequate and fulfilling all 
guideline requirements and delete the requirement in the 
registration standard that it be repeated. 

C. Reclassify glyphosate as demonstrating no oncogenic effects and 
place it into Class E of the oncogenic rating system. 

Should you have any questions concerning the JMPR report, we would 
suggest that you contact the international experts who prepared this 
report. Should you have any questions concerning this requ~st, please 
feel free to contact us at Monsanto. Please inform us of the MRID 
number assigned to this document. 

Enclosure 

cc: L. L. Gingerich 

/jjs 

Sincerely, 

~~ 
Thomas F. Armstrong 
Registration Manager 
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UNITED STATES ENVIRO NMENTAL PROTECTION A GENCY 

WASHIN G T O N , O .C. 204 60 

OP'FICC OP 
PESTrC:IDtrS AND TOX I C SU D STANCCS 

Mr. Kevin F. Cannon 
Monsanto Company 
1101 17th Street NW . 
Washington, DC 20036 

Dear Mr. Cannon: 

2 A \981 

Subject: MON 0139 62% Solution (Protocols for Several Studies) 
EPA Registration No. 524-333 
MON 0139 
EPA Registration No . 524-318 
Shackle C 
EPA Registration No. 524-339 l/ 
Your Letter Dated December 22, 1986 

We have your letter of December 22, 1986, transmitting protocols for 

several required studies . Further action will await completion of 

scientific review and evaluation. 

\ 

Sincerely yours, 

J\._,J 
Robert J. Taylor 
Product Manage r (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY·· · 
WASHINGTON, D .C. 20460 

Of.'FlCIE Of" 
PIIESTICIDlll:S ANb !OXI ~ suasTANCIIES 

Mr. Kevin F. Cannon 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (Soil Dissipation) 
EPA Registration No. 524-308 
MON 0139, EPA Registration No. 524- 318 
Accord Herbicide, EPA Registration No . 524- 326 
Shackle Herbicide, EPA Registration No. 524- 330 

I \ 

Polado Herbicide, EPA Registration No. 524-332 
MON- 0139 (62% Solution) , EPA Registrati~No. 524-333 
Shackle c, EPA Registration No. 524- 339 
Bronco, EPA Registration No. 524-341 
Rodeo Herbicide, EPA Registration No . 524-343 
Landmaster Herbicide, EPA Registration No. 524- 351 
Roundup L&G Herbicide, EPA Registration No . 524- 370 
Landmaster II, EPA Registration No. 524- 376 
Ranger Herbicide, EPA Registration No . 524- 382 
Your Letters Dated August 6 and August 7, 1986 

We have your letters of August 6 and August 7, 1986, transmitting 
soil dissipation information in support of the subject herbicides. 
Further action will await completion of scientific review and evaluation. 
The Accession Numbers assigned the data are as follows : 

Direct Application to Soil 264332 
Forest Soils and Multiple Applications 264343 

Sincerely yours, 

~r 
~~ 

Robert J. Taylor 
Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 

Monsanto 

Monsanto Compa.ny 
1101 17th Street, NW 

Washington. O.C. 20036 
Phone: (202) 452-8880 

August 6, 1986 

U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J . Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 
EPA Reg. No. 524- 308 

Dear Sir: 

Glyphosate Soil Dissipation Information 
• Direct Application to Soil 

Roundup herbicide has been registered by the Agency s ince 1974 . Monsanto is 
continually conducting research on Roundup . As a result of t hese research 
efforts, Monsanto is submitting for your file use , the "Dissipation of 
Glyphosate In U.S. Field Soil s Following Direct Applications of Roundup® Her­
bicide" study (R.D. No. 696). 

These data show the average half-life for dissipation of glyphosate i n U.S. 
field soils is generall y six (6) weeks or l ess, and the average time required 
for dissipation of 90% of t he observed initial glyphosate in soil s is less 
than four (4) months. · 

We request that t he Agency let us know t he accession number under whicb . t~is 
submission is filed. If you have questions or comments about this submi~sion, 
please contact Lyl e Gingerich or myself. 

/pt 
Enclosures 

cc : L. L. Gingerich 

Sincerely, 

~~~ 
Thomas F. Armstronf 
Registration Manager 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 

--------

Monsanto 

Monsanto Company 
1101 171h Slreel, N.W. , 

Washtnglon, D.C. 20036 
Phone: (202) 452-8880 

August 7, 1986 

U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Rober t J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 
EPA Reg. No. 524- 308 
Glyphosate Soil Dissipation Information 
• Forest Soils 
• Multiple Applications 

Dear Sir: 

Roundup herbicide bas been registered by the Agency since 1974. Monsanto is 
continuall y conducting research on Roundup. As a result of these research 
efforts, Monsanto is submitting for your file use, the following two (2) soil 
dissipation studies (R .O. No. 697) as additional data to support our Roundup 
registration: 

1. Roundup® Herbicide Dissipation In Cool Climate Forest Soil 
and Leaf Litter (MSL- 2950) 

2. Dissipation of Glyphosate In U. S . Field Soils Following 
Multiple Application of Roundup® Herbicide (MSL-3352). 

We request that the Agency let us know the accession number under which ~~is 
submission is filed. If you have questions or comments about this submi~sion, 
please contact Lyle Gingerich or myself. • ~ ~ 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON , D .C . 20460 

OPP'ICE o,.-
PCST-f CIOKS A N D TOXIC aU U STANC&S 

Monsanto Compay 
1101 17th Street NW. 
Washington, DC 20036 

Attention: Kevin F . Cannon 

Gentlemen: 

Subject: Roundup Herbicide (Product Chemistry Data) 
EPA Registration No . 524-308 
Rodeo Herbicide 
EPA Registration No. 524-343 
MON 0139 
EPA Registration No . 524-318 
MON 0139 62% Solution 
EPA Registration No . 524-333 
Shackle C 
EPA Registration 
Shackle 
EPA Registration 
CP 70139 
EPA Registration 
Roundup L&G 
EPA Registration 
Your Letter Dated 

No . 524-339 ✓ 
No. 524-330 

No . 524-326 

No . 524-370 
June 30, 1986 

DEC \ 8 \~ 

we have your letter of June 30 , 1986 transmitting product c h emi stry 
data in support of the subject registrations . Further action will await 
completion of scientific review and evaluation. 

The Accession Number assigned this volume of data is 263795 . 

Sincerely yours , 

~w 
Robert J . Taylor~ 
Product Manager (25) 
Fungicide-Herbicide Bran c h 
Registration Division (TS-767C) 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 

Monsanto 

Monsanto Company 

1101 17th Street. NW. 

Washington, O.C. 20036 
Phone (202) 452.a880 

June 30, 1986 

U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 

Dear Sir: 

EPA Reg. Nos. 524- 308, 
524- 330, 524-332, 524-339, 
524-343, 524-351, 524-370 
Submission of Additional 
Glyphosate and Roundup 
Product Chemistry Data. 

At this time, Monsanto Company submits the "PRODUCT CHEMISTRY DATA TO SUPPORT 
THE CONTINUED REGISTRATION OF GLYPHOSATE (N- PHOSPHONOMETHYLGLYCINE)" study 
and "PRODUCT CHEMISTRY DATA TO SUPPORT REGISTRATION OF MON-2139 (ROUNDUP® 
HERBICIDE) , A FORMULATION OF N- PHOSPHONOMETHYLGLYCINE IN THE FORM OF ITS ISO­
PROPYLAMINE SALT" study as additional product chemistry data. 

These studies comply with the Agency's October 1982 Pesticide Assessment 
Guidelines Subdivision D - Product Chemistry, and these data support Roundup®, 
Shackle®, Shackle® C, Landmaster®, Roundup® L & G, Rodeo®, and Polado® Pl3nt 
Growth Regulator herbicides' registrations. 

Please inform me of the accession number assigned to this submission. If you 
have any questions about this submission, please contact Lyle Gingerich or me. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely , 

~~ 
Thomas F. Armstrong 
Registration Manager 

} 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WAS HINGTON, O .C . 20,UI0 

OF~IClt OP' 
P'£STtCIOCS AND T O X IC SUl!IST AN:CltS 

Monsanto Compay 
1101 17th Street NW . 

Washi ngton, DC 20036 

Attention: Kevin F . Cannon 

GentlP.men: 

DEC \8 ~ 

Suhject: Roundup Herbicide (PAM Residue Method for Glyphosate 
and AMPA Analysis) 

EPA Registration No . 524-308 
Rodeo Herbicide 
EPA Registration No . 524-343 
MON 01 39 
EPA Registration No . 524-318 
MON 0139 62\ Solution 
EPA Registration No. 524-333 
Shackle C 
EPA Registration No . 524-339 V 
Shackle 
EPA Registration No . 524-330 
CP 70139 
EPA Registration No . 524-326 
Roundup L&G 
EPA Registration No . 524-370 
Your Letter Dated May 19, 1986 

We have your letter of May 19 , 1986 transmitting a residue method 
for glyphosate and AMPA analysis in support of the subject r egistrations . 
Further action will await completion of scientif.ic review and evaluation. 

The Accession Number assigned this volume of data is 262896. 

Sincerely yours, 

"\Y Robert J . Taylo~ 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 

... 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 

Monsanto 

Monsanto Company 

II 01 17th Street. N W 

Washington. DC. 20036 
Phone (202) 452-8880 

May 19, 1986 

U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: PAM Residue Method for glyphosate 
and AMPA analysis 

Dear Sir: 

-- , 
2,-- _) /~ 

,/ --

Roundup® herbicide is registered by the Agency for use in many cropping systems. 
The currently approved GLC method of analysis was developed in 1972. 

Since 1972, technology has advanced significantly; and Monsanto has developed a 
residue method for analysis of glyphosate and aminomethylphosphonic acid (AMPA). 
This HPLC method for analysis (1) reduces the analysis time to approximately 
one-half (1/2) of the current time required to complete the GLC analysis, (2) 
has better analytical recovery (greater than 70%), and (3) the HPLC method is 
an easier procedure for the analyst to follow. 

To validate the HPLC residue method, Monsanto selected five different matrixes: 
alfalfa, cabbage, grapes, soybeans, and water. The results of this ana l ~~is 
are contained in the enclosed May 19 , 1986 petition (R.D. No. 677, Special Re ­
port MSL-5677). 

Since the new HPLC residue method has significant advantages over the current 
GLC method, Monsanto requests Agency approval to use t he new method to s upport 
our glyphosate residue analysis. This new HPLC method of analysis is root3ined 
on pages 77- 95 of Part A in the enclosed petition. Monsanto also gives ?~rmis­
sion for this HPLC method to be made available in PAM for enforcement pur~oses. 
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I, 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
May 19, 1986 
Page 2 

If you have any questions on this submission, please contact Lyle Gingerich 
or myself. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

~~ 
Thomas F. Armstrong 
Registration Manager 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHING TON , D .C . 20460 

OP'F"ICll 0~ 
P'l!STJCJDES A ND TOXIC S UBSTAN CES 

Monsanto Compay 
1101 17th Street NW . 
Washington, DC 20036 

Attention: Kevin F . Cannon 

Gentlemen: 

Subject: Roundup Herbicide (Add Information For One-Year 
Dog Study) 

EPA Registration No . 524-308 
Rodeo Herbicide 
EPA Registration No . 524-343 
MON 0139 
EPA Registration No . 524-333 
Shackle C 

524-339✓ EPA Registration No . 
Shackle 
EPA Registration No. 524-330 
CP 701 39 
EPA Registration No . 524-326 
Roundup L&G 
EPA Registration No . 524-370 
Your Letter Dated August 11, 1986 

l)c.C \ 8 \CJ!) 

we have your letter of August 11, 1986 transmitting additional 
information on the 1-year dog feeding study. Further action will await 
completion of scientific review and evaluation. 

The Accession Number assigned this volume of data is 264334 . 

Sincerely yours, 

~ 
~~ 

Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 

... 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street. N.W 

Washmg1on, O.C. 20036 
Phone (202) 452-8880 

August 11, 1986 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Age ncy 
1921 Jefferson Davis Highway 
Crystal Mall ff2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr . Robert J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide, Rodeo Herbicide , 
Landmaster® Her bicide, Shackle® 
Herbicide, Shackle® C Herbicide, and 
Polado® Plant Growth Regulator; 

Dear Sir: 

EPA Reg. Nos. 524- 308, 524- 330, 
524-351, 524-339, 524-332, 524-343 . 

Addendum to One- Year Toxicology Study 
in Dogs with Glyphosate . 

On May 28, 1986, the Agency reported that based on the scientific 
review and evaluation of the glyphosate one- year dog study (acces ­
sion number 260021), the subj ect s tudy was classified as Guideline 
data. 

At this time, Monsanto submits for your information an addendum to 
the one- year toxicology study in dogs with glyphosate. This adden­
dum contains Monsanto's response to the questions raised by the 
Agency in its May 28, 1986 letter regarding pituitary weights in 
the referenced study. The overall concl usion is that the apparenc 
decreases in pituitary we i ghts observed for mid and high dose male 
dogs were not related to glyphosate administration, but they were 
attri butable to a higher tha n usual mean control group pitui tary 
weight. 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
August 11, 1986 
Page 2 

Please inform us of the accession number assigned to this submission. 
If you have further questions about this submission, please contact 
Lyle Gingerich or myself. 

/pt 
Enclosures 

cc : L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 



215

( ' 

I 

• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY-. 

WASHING TON, O.C. 20460 

Of' .. ICa 0,,. 
r asTJCIOCS A N O TOXI~ SU• STANCSS 

Mr . Kevin F . Cannon 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Mr . Cannon: 

Subject: Roundup Herbicide (Reanalysis of Water, Cotton, Soybeans, 
Pasture Grasses, and Alfalfa) 

EPA Registration No. 524-308 
MON 0139 , EPA Registration No. 524- 318 
Accord Herbicide, EPA Registration No. 524- 326 
Shackle Herbicide, EPA Registration No. 524- 330 
Polado Herbicide, EPA Registration No . 524-332 
MON-0139 (62% Solution), EPA Registration No . 524- 333 
Shackle C, EPA Registration No. 524- 339 V 
Bronco, EPA Registration No . 524-341 
Rodeo Herbicide, EPA Registration No . 524-343 
Landmaster Herbicide, EPA Registration No . 524-351 
Roundup L&G Herbicide, EPA Registration No . 524-370 
Landmaster II , EPA Registration No. 524-376 
Ranger Herbicide, EPA Registration No. 524-392 
Your Letter Dated October 14, 1986 

2 4 1981 

We have your letter of October 14, 1986, transmitting a study entitled 
"Reanalysis of Water, Cotton, Soybeans, Pasture Grasses , Alfalfa and 
other Legumes for Glyphosate and Aminomethylphosphonic Acid" in support 
of the subject registrations . Further action will await completion of 
scientific review and evaluation . 

The Accession Number assigned the data is 262896 . 

Sincerely yours, 

Robert J . Taylor 
\}~~ 

Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division {TS-767C) 
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Director 

Monsanto 

Monsanto Company 
1101 17th Street. NW. 

Washington, O.C. 20036 

Phone: (202) 452·8880 

October 14, 1986 

Regi stration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection ~gency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington , Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject : Roundup® Herbicide 
EPA Reg. No. 524- 308 
Reanalysis of Water, Cotton, 
Soybeans, Pasture Grasses, Alfalfa 
and other Legumes for Glyphosate and 
Aminomethylphosphonic Acid 

Dear Sir: ;).. (p ~ ~ 1 l.P 

Roundup® herbicide has been registered by the Agency since 1974. 
Monsanto is submitting for your files one research report entitled 
"Reanalysis of Water, Cotton, Soybeans, Pasture Grasses, Alfalfa and 
other Legumes for Glyphosate and Aminomethlyphosphonic Acid11

, study R.D. 
No. 707. This report represents current research to update the 
registration status of Roundup. 

~ 

The enclosed report contains a comparison of residue analysis methods. The 
current gas-liquid chromatographic (GLC) residue method is compared to 
high-pressure liquid chromatography (HPLC) for the detection of ~::.yvl.1:->sate 
and aminomethylphosphonic acid residues in various crops and wat~r. 

We request that the Agency let us know the accession number under which 
this submission is filed. If you have questions or comments about this 
submission please contact Lyle Gingerich or myself. 

cc: L. L. Gingerich 
/ jjs 

SMely, , F~/f'vJj -
Kevi~nnon 1~ 
Senior Registration Specialist 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY-. 

WAS H INGTON , D .C . 20460 

OP"P'ICK OP' 
PKSTfCID•S AND TOXIC SU B STANCES 

Mr. Kevin F . Cannon 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Dear Mr. Cannon: 

Subject: Roundup Herbicide (90- Day Response and Forms) 
EPA Registration No . 524-308 
MON 0139, EPA Registration No . 524-318 
Accord Herbicide, EPA Registration No . 524-326 
Shackle Herbicide, EPA Registration No . 524- 330 
Polado Herbicide, EPA Registration No . 524- 332 
MON-0139 (62% Solution) , EPA Registration Jio • 524- 333 
Shackle C, EPA Registration No, 524- 339 V 
Bronco, EPA Registration No. 524- 341 
Rodeo Herbicide , EPA Registration No . 524- 343 
Landmaster Herbicide , EPA Registration No. 524-351 
Roundup L & G Herbicide, EPA Registration No. 524- 370 
Landmaster II, EPA Registration No. 524- 376 
Ranger Herbicide, EPA Registration No . 524-382 
Your Letter of November 7 , 1986 

'2. A \9S1 

We have your submission of November 7, 1986, transmitting comments 
on the Standard and other 90- day requirements for the subject products . 
The submitted Confidential Statements of Formula and FIFRA section 3(c)(2)(B) 
summary sheets have been added to the files . 

Further action will await completion of scientific review and evaluation. 

Sincerely yours, 

\.llf-.w 
Robert J . Taylor 
Product Manager (25) 
Fungicide-Her bicide Branch 
Registration Division (TS-767C) 



218

-

Monsanto 

Monsanto Company 
1101 17th Streel, N.W. 

Washington, 0.C. 20036 
Phone: (202) 452-8880 

November 7, 1986 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Comments to Glyphosate Guidance Document 
Received August 11, 1986 

Dear Sir: 

On August 11, 1986 the EPA issued the Guidance Document (dated June 30, 
1986) for the reregistration of pesticide products containing glyphosate. 
Monsanto is now replying to this document. 

Our response i s divided into seven parts, and they are the following: 

PART TOPICS 

A. Completed FIFRA Section 3(c)(2)(B) Summary Sheets 

B. Completed Confidential Statement of Formulas 

C. Detailed comments to the Guidance Document 

0. Comments on the chronic mouse study 

E. Comments on the environmental fate studies 

F. Comments on the Worker Safety Rules 

G. Comments on Table A requirements 

We believe this information places us in full compliance to date wi~h 
this document . If we have inadvertently missed anything please co~tact 
us immediately. 
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Hr. Robert Taylor 
November 7, 1986 
Page Two 

When the Agency reviews the enclosed information, Monsanto anticipates 
that the Agency will concur with Monsanto's comments. If the Agency 
does not concur, we assume that you will respond in adequate time for 
Monsanto to complete any required studies. 

Thank you for your consideration of these replies and requests . Should 
you have any questions, please feel free to contact us. Please inform us 
of the accession number assigned to our comment document. 

Attachments 
cc: L. L. Gingerich 
/jjs 

Sincerely, 

~~ 
Thomas F. Armstrong 
Registration Manager 
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COHMENTS IN REPLY 
TO THE GUIDANCE DOCUMENT 
FOR THE REREGISTRATION OF 

PESTICIDE PRODUCTS 
CONTAINING GLYPHOSATE 

AS THE ACTIVE INGREDIENT 
Dated June 30 , 1986 

and 
Issued August 11, 1986 

R.D . No. 710 

November 7, 1986 

Report Compiled by: 
T. F. Armstrong 

MONSANTO AGRICULTURAL COMPANY 
800 NORTH LINDBERGH BOULEVARD • ST. LOUIS • MISSOURI • 63167 

001 
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As per the requirement on page 45 of this Guidance Document, 
Confidential Statements of Formula for the following products are 
included in this section: 

Roundup® herbicide ✓ 

Rodeo® herbicide / 

Roundup® L&G herbicide ✓ 

Shackle® herbicide ✓ 

Shackle8 C herbicide/ 

MON 0139 Technical Solution (53.5%) 5l'\-!>\'t 

CP-70139 -s t.'i- ~ ~c., 

MON 0139 (62% Solution) ✓ 

Bronco® herbicide 5 l.. '-\ -~"\-\. 

Landmaster8 herbicide '5L'-{-~Sl 

Laodmaster8 II herbicide 5d-~')C., 

Raoger8 herbicide 5 t'\·~r,. ~ 

Polado® Plant Growth RegulatorJ 
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Chemicals Covered By This Standard, Page 4 
Part A - Description of Chemicals 

The common name for Polado® is listed as the sodium salt of glyphosate, 
the correct common name should be sodium sesqui salt of glyphosate. 

The trade names Roundup®, Rodeo®, Roundup® L&G, Shackle® and Shackle® C 
are described on page 4 as the trade names for isopropylamine salt of 
glypbosate. However, this list is not complete. In addition to these, 
the following glyphosate products also are registered by the Agency: 

PRODUCTS 

MON 0139 Technical Solution (53.5%) 

CP-70139 

MON 0139 (62% Solution) 

Bronco® 

Landmaster® 

Landmaster® II 

Ranger® 

REGISTRATION NUMBER 

524-318 

524- 326 

524- 333 

524-341 

524- 351 

524- 376 

524-382 

We request that the Agency include these corrections in the glyphosate 
Guidance Document. 

III Agency Assessment, Page 5 
Summary Science Statement 

Based upon the most recent acute data (BD-77-428; Accession No. 241301) 
the acute oral, acute dermal and primary skin irritation categories for 
technical glyphosate should all be IV, not III for oral and dermal as 
stated. The eye irritation category is correctly listed as III. Please 
correct this. 
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III Agency Assessment, Page 5 
Toxicology Characteristics 

Acute Toxicity - EPA states that acute inhalation and dermal sensiti­
zation studies have not been submitted and are required. A dermal 
sensitization study in guinea pigs (BD-83- 008) has previously been 
submitted to the Agency, and the Agency has accepted, (July 29, 1985), 
this as a core-minimum study. There appears to be no justification for 
an acute inhalation study with glyphosat e because a) People are not 
exposed to glyphosate. If any exposure does occur, it is either to the 
isopropylamine or sodium sesqui salts of glyphosate. Adequate inhalation 
toxicity studies have been or are being conducted with these end use 
materials. The results of the available studies indicate a relatively 
low degree of acute inhalation toxicity . b) Glypbosate is a non-volatile 
solid material which is handled in manufacture 

which precludes any inhalation exposure. 
the Agency concur with Monsanto•~ opinion that this acute inhalation 
study is not required per Section 158.135, 81- 3 Guideline since glyphosate 
is not an inhalable material. 

Page 6 - Paragraph 1 

The Agency states that 11Glyphosate produced an equivocal oncogenic 
response in the mouse, causing a slight increase in the incidence of 
renal tubular ademonas . .. 11 This is clearly a presumption by the EPA 
that the tumors were compound-related. Such a presumption cannot be 
supported by equivocal data, and it was not supported by the Scientific 
Advisory Panel findings. Quoting the SAP report, 11 

••• no oncogenic effect 
is demonstrated using concurrent controls 11 and 11 

•• • the level of concern 
raised by historical control data was not great enough to displace 
putting primary emphasis on the concurrent controls. 11 Therefore, we 
request the Agency to delete the following statement in the Gl yphosate 
Guidance Document: ••causing a slight increase in the incidence of renal 
tubular adenomas 11

• 

Page 6 - Paragraph 1 

The statement ''These examinations revealed . . . additional sections11 is 
misleading in that it implies the control group tumor was not really 
present. A more accurate wording of this section would be the following: 

These examinations revealed no additional tumors, but confirmed 
the presence of the tumors identified in the original study 
report, and one tumor in the control group . After examination 
of the slides the Agency concluded that this lesion did not 
represent a pathophysiologically significant change. 

We request the Agency accept this alternate language. 
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Page 6 - Paragraph 3 

The principal reason for the SAP classifying glyphosate as a "Class D" 
as stated in this paragraph ignores the tremendous importance of the 
concurrent control group tumor . A more accurate wording would be "The 
principal reason for this assessment by the SAP was their determination 
that, after adjusting for the greater survival i n the high dose mice 
compared to the concurrent controls , and considering the presence of one 
tumor in the concurrent control group, no statistically significant 
differences existed". We request the Agency accept this alternate language. 

Page 7 - Paragraph 1 

The Agency requests a repeat of the chronic feeding/oncogenicity study in 
mice to fully address the questions of" . . . whether the apparent effects 
noted in the mouse study (renal tubular adenomas] are biologically 
relevant." The results of the mouse bioassay do not provide positive, or 
even suggestive, evidence of carcinogenicity. The most that can be said 
is that the results were equivocal as, i n fact, the Scientific Advisory 
Panel stated. Furthermore, the SAP pointed out the fact that this 
equivocal finding occurred only at a dose level that exceeded the MTD. 
Quoting from the SAP report, " . .. no oncogenic effect is demonstrated 
using concurrent controls 11 and". . . the level of concern raised by historical 
control data was not great enough to displace putting primary emphasis on 
the concurrent controls . " There appears to be no justification for 
requiring the repeat of a study with equivocal findings at single site, 
only at dosage levels exceeding the MTD. 

Several expert toxicologists intimately familiar with the glyphosate 
chronic/oncogenic mouse study results, and personally involved in the SAP 
bearing on this issue , were asked to evaluate the need for a repeat 
study. All experts agreed that additional testing is not justified since 
the current study was conducted at levels exceeding the MTD and failed to 
demonstrate a treatment-related oncogenic effect. Their evaluations are 
enclosed. (see Part D). 

As discussed in the next comment topic, the fact that Monsanto has agreed 
to repeat the chronic/oocogenic rat study with glypbosate diminishes 
even further the justification for a repeat mouse study. As pointed out 
by Dr. Farber at the SAP hearing, "If in fact there wasn 1 t a remaining 
MTD issue in regard to the rat study, and the rat was run at a somewhat 
higher level and nothing was seen, then basically the whole thing comes 
out as no evidence of carcinogenicity." The results of the current rat 
and mouse studies, along with results to be obtained from a repeat rat 
study, should be sufficient to assess the oncogenic potential of glyphosate . 
A repeat mouse study is not necessary. 
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Finally, based upon a review of the principles expressed in the Agency's 
draft "Position Paper on Maximum Tolerated Dose (MTD) in Oncogenicity 
Studies", it is clear that the chronic/oncogenic mouse study was conducted· 
at dosage levels which greatly exceeded the upper limit of 7,000 ppm 
required for mouse studies. Furthermore, none of the requirements listed 
in that document which would necessitate a repeat study are fulfilled for 
the mouse study (see Attachment 1, in part D) . We request the Agency 
concur with Monsanto that the study is not required. 

Page 8 - Paragraph 1 

The Agency states that a repeat rat oncogenicity study is required in 
which the highest dosage tested is an MTD. Monsanto agrees to repeat 
this study. A 90-day subchronic rat study is scheduled to start in 
November, 1986. Based upon the principles stated in the Agency's draft 
"Position Paper on Maximum Tolerated Dose (MTD) in Oncogenicity Studies," 
the dosage levels for the 90-day study will be 1,000, 5,000, and 20,000 
ppm glyphosate in the diet. Before starting the oncogenicity study, 
dosage levels will be determined in consultation with the Agency. 

Page 8 - Paragraph 2 

Io the discussion of the 1-year chronic feeding study in dogs, it should 
be pointed out that the high dosage level of 500 mg/kg/day was the 
maximum level achievable based upon a consideration of the maximum size 
and number of gelatin capsules which could reasonably be administered 
daily to a dog for one year. 

In regard to the pituitary weight changes referred to in this paragraph, 
on August 11, 1986 Monsanto submitted an "Addendum to One-Year Toxicology 
Study in Dogs with Glyphosate" (RD 698) which addressed these issues . 
The overall conclusion was that there was no evidence that the decreased 
pituitary weights observed in mid and high dose males could be attributed 
to glyphosate administration, and that, based upon historical control 
data, the apparent decreases were more likely the result of an unusually 
high mean pituitary weight for the concurrent control males. 

Metabolism 
Pages 10 and 11 

The Agency has requested that Monsanto repeat the general metabolism 
studies. Monsanto agrees to conduct and submit these required studies as 
listed in our response to this Guidance Document (Part G). Based on the 
comments from pages 10 and 11 of the Guidance Document it is Monsanto's 
understanding that the toxicology branch has reviewed the followin! two 
reports: (1) The Gross Metabolism of N-phosphonomethyl Glycine- 1 C in 
the Laboratory Rat Following a Single Dose. Monsanto Report Number 297; 
EPA Reg. No. 524-308; MRID #00108098. (2) The Dynamics of Accumulation 
and Depletion of Orally Ingested N-phosphonomethyl Glycine- 14C; Monsanto 
Report Number 309; EPA Reg. No. 524-308; MRID #00108116 . We mention 
this since on Table A, page 82 under section on Special Testing, no 
bibliographic citation are given. 
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One of the deficiencies cited (under Method number 2) was that excreta 
were not analyzed for the presence of metabolites. Monsanto believes 
sufficient data are available and the Agency's request to repeat this 
specific deficiency be dropped. The data on the analysis of excreta from 
the study described in the two reports reviewed by the Toxicology Branch 
(as cited above) was presented in the following report: 

Moran, S., Colvin, L.; Rueppel, M.; et al (1973). Final Report on 
CP 67573 Residue and Metabolism: Part 12: The Isolation and 
Identification of the Metabolites of CP 67573- 14C Excreted by the 
Laboratory Rat; Monsanto Report Number 306, MRID /!108101. 

N-Nitroso-Glyphosate 
Page 11 - Paragraph 3 

The Agency states that N-nitroso-gl~rphosate (NNG) is in category III 
based upon acute oral toxicity data. Based upon the acute oral toxicity 
data submitted to the Agency (Y-76-122; Accession No. 229785), the acute 
oral LDso is 7600 mg/kg . This would put NNG into category IV, not III, 
for oral toxicity. We request this discrepancy be corrected. 

Page 11 - Paragraph 5 

In addition to the 90-day subchronic oral toxicity study in rats with NNG 
mentioned in this paragraph (no NOEL established; LEL 3,000 mg/kg/day) a 
second 90-day study in rats (PRL-78-22; Accession No . 238823) was submitted 
to the Agency . In this study, no evidence of subchronic toxicity was 
observed up to the maximum dosage tested of 2000 mg/kg/day. 

A 90-day subchronic oral toxicity study in mice (IR-77-222; Accession No. 
238823) was also submitted to the Agency. In this study, evidence of 
subchronic toxicity was observed at the highest level tested - 500 
mg/kg/day . The NOEL was considered to be 150 mg/kg/day. We request 
that reference to these additional studies be included in the Glyphosate 
Guidance Document 

Page 12 - Paragraph 1 

The Agency states that no acceptable studies for mutagenicity are avail­
able for NNG. Reverse mutation assays in Salmonella typhimurium and 
Saccharomyces cerevisiae have been submitted to the Agency (BI0-76-116; 
Accession No. 229785). NNG was not mutagenic in either of these systems. 
We request this discrepancy be corrected. The available data indicates 
that NNG present as a trace contaminate in glyphosate is not a toxico• 
logical concern. 
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Plant Metabolite 
Page 12 - Paragraph 4 

The Agency notes that the glyphosate metabolite (AMPA) is formed on 
plants in amounts that can range as high as 28% of the total residue. 
The Agency further notes that since the metabolism is not adequately 
understood, this metabolite may pose a hazard to humans . Monsanto does 
not agree with this statement since exposure to this metabolite by 
humans is both infrequent and at low levels. 

First, we would state that AMPA is a soil metabolite and not believed to 
be formed in growing plants. Low levels could be formed if residues 
were on the surface of the plant or during plant senescense if high 
levels were present. When formed, it is transient in nature as it rapidly 
degrades to natural products. 

The majority of the glyphosate used is applied either as a preplant or 
directed spray to the base of perennial plants. Residues of either 
glyphosate or AMPA are rarely detected as a result of these types of 
applications. When detected the levels are always in the ppb range. 

One would likewise not expect humans to be exposed to significant 
amounts of AMPA via drinking water. While low levels of glyphosate can 
be detected soon after application to potable water, levels of AMPA are 
usually approximately two fold lower and again transient in nature. 

This metabolite bas been detected at low levels in forages treated 
topically with glyphosate. However, animal product residue studies show 
that this metabolite is not expected to transfer from the feed to edible 
portions of the animal. 

The last application method to be considered is preharvest application 
for weed control. This is presently registered for use on cotton where 
no AMPA was detected in cotton seed. A petition is pending which would 
allow such applications to soybeans . Residues of both glypbosate and 
AMPA are detected following this type of application to soybeans. Levels 
of AMPA can be present in ppm levels in the RAC but are still not considered 
to be a source of significant exposure for the following reasons. 

Following approval by EPA, we expect this use to be limited, and should 
not exceed a few percentage of the total acreage grown. It will only be 
used on those fields with significant weed problems at harvest. It is 
not detected in soybean oil which represents 93% of the total amount of 
soybeans consumed by people. Finally, it can be present in soybean meal 
at levels somewhat lower than the RAC; however, soybean meal has a 
rather low contribution to the human diet. 

Therefore, human exposure to the glyphosate metabolite AMPA probably 
does not occur to the majority of the population; and when it does occur, 
it is generally at very low levels . Hence this metabolite should not be 
considered to be of concern . 
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Physiological and Biochemical Behavior Characteristics 
Page 13 - Paragraph 5 

Additional metabolism studies with ruminants and poultry are required by 
the Agency. Monsanto will agree to conduct and submit the required 
studies as listed in this Guidance Document. 

Environmental Characteristics, 
Page 13, paragraph 6 and Page 14, paragraph 1 

EPA states "Glyphosate and aminomethylphosphonic acid dissipation rates 
and concentrations in treated forest soils are extremely variable 
ranging from< 0.002 ppm in streamwater samples to 89 ppm in foliage 
samples." 

We would like to suggest that the last word on page 13 (soils) be 
deleted, and replaced with the word "sites". This then make the remainder 
of this paragraph correct. We would also add that as detailed in the 
following two paragraphs, when residues are present in forest sites, 
they rapidly decline. 

For stream water samples, (EPA Accession# 246006) the glyphosate concen­
tration peaked at 0.27 ppm on the day of application; then it declined to 
<0.002 ppm (below the analytical detection limit) by the fourth day and 
remained at that low level for all subsequent samples. 

The 89 ppm glyphosate concentration was detected in the shrub foliage 
sampled on the day of application (EPA Accession #246658). By days 3, 7, 
14, 28 and 55 after application, glyphosate concentration (ppm) were 9.3, 
5.7, 1.1, 0.6 and 0.18 ppm, respectively. 

Page 14 - Paragraph 1 

The Agency states that "Glyphosate has the potential to contaminate 
surface waters because of application to aquatic sites . " The use of the 
word "contaminate" is misleading because Rodeo, is approved by the Agency 
for use in and around aquatic sites for weed control and an action level 
of 0.5 ppm in water has been established. Therefore, we request the word 
contaminate be replaced with the term "be present in". 

Page 14 - Paragraph 2 

The Agency states that for the environmental fate studies, only the 
hydrolysis study is acceptable to fulfill Guideline requirements. 
Specifically, t he Agency has determined that no data or insufficient 
data are available regarding photodegradation, laboratory soil and 
aquatic metabolism, mobility and confined rotational crops. 

Since, based on our review, it appears that adequate data are available 
to fulfill these guideline requirements, Monsanto strongly maintains 
that these conclusions are incorrect . A substantial number of study 
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reports have been submitted to the Agency for the purpose of supporting 
glyphosate registration, but were not included in the bibliography, plus 
very few of the large number of public literature references which 
contain data pertinent to these issues were considered in reaching the 
stated conclusion. 

Monsanto maintains that there are sufficient data readily available to 
satisfy the majority of the requirements which were judged to be 
inadequately met in the registration standard. The evidence from all of 
these studies clearly demonstrate that glyphosate presents no potential 
of harm to the environment because it is rapidly and irreversibly bound 
to the soil or sediment, making it largely unavailable to other living 
systems, and that microbial metabolism or photodegradation converted 
glyphosate to only one significant transient metabolite prior to complete 
mineralization . 

When the Agency reviews the cited dat.1 in Part E of this response, 
Monsanto anticipates that the Agency will concur with Monsanto that these 
studies are not required. 

Exposure 
Page 14 - Paragraph 3 

EPA states "Application from aircraft increases t he potential exposure 
of humans and nontarget organisms to glyphosate due to spray drift and 
volatilization." 

Glyphosate's vapour pressure as listed in the Monsanto petition submitted 
to the Agency on June 30, 1986, is "practically zero". Thus glyphosate 
is not expected to volatilize, and this sentence should be changed to 
read, "Application from aircraft increases the potential exposure of 
humans and nontarget organisms to glyphosate due to spray drift . " 

Exposure 
Page 14 - Paragraph 4 

The Agency states "to reduce the risk of injury to skin and eyes from 
the use of glyphosate, the Agency is requiring that worker safety rules 
requiring protective clothing appear on all formulated products labeled 
for agriculture or aquatic use". We first note that the formulation 
labelled for use in and around aquatic sites does not contain a 
surfactant and the results of acute toxicity studies place the 
formulation in category IV (ODES). Therefore, this formulation (Rodeo) 
should not be subject to these worker safety rules. 

Second, we maintain that all other formulations of glyphosate are 
presently adequately labelled according to the results of the acute 
toxicity studies and the labelling guidelines. Hence, the requirement 
for the worker safety rules and protective clothing should not be 
required. 
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To justify the need for these worker safety rules, The Agency references 
the California Department of Food and Agriculture (CDFA) reports ranking 
glyphosate third in the number of illnesses reported from exposure to 
pesticides. Monsanto bas obtained these published CDFA reports for the 
four year period 1982-1985 and we have thoroughly analyzed them. This 
review indicates that a total of 245 exposures were reported during the 
four year reporting period. However , only 144 (58 . 8%) of these exposures 
were judged by CDFA to have a definite or probable likelihood of actually 
causing the reported illness; 98 (68.1%) of these 144 exposures involved 
exposure to the eyes , 38 (26.4%) were exposures to the skin. Eye exposures 
were primarily to individuals mixing, loading and applying the product. 
In the four year period only 6 incidences of skin exposure to mixers or 
loaders were reported. Of greater significance, little or no data is 
provided indicating the severity of reported illnesses. No reports of 
hospitalization are contained in the listing for glyphosate exposure. 
Therefore, these reports which are factually and scientifically deficient, 
are invalid for drawing any conclusions and the reference by the EPA 
should be deleted. Finally, we are not aware of any of these incidents 
reported were validated as to their accuracy. Thus the "worker safety 
rules" are unjustified. 

We also believe it to be important to consider the type or severity of 
injury which may result from exposure to glyphosate formulations. 
Results of testing indicate that eye irritation which can result from 
contact with the concentrated material is on the order of that which 
would be experienced if shampoo were to contact the eyes. This irritation 
is very mild and quickly clears up. No reports of any permanent injury 
have ever been received. Reports of skin irritation are rarely reported, 
but when they are they are usually that of a mild rash which takes place 
when the material contacts skin which has been abraded or scratched. 
This irritation is a mild rash which quickly subsides. Again , no reports 
of any permanent injury have ever been received. 

The Agency statement that CDFA data ranks glyphosate third in the number 
of illnesses reported for exposure to glypbosate fails to take into 
consideration the number of individuals who actually handled/used the 
product. To truly "rank" illnesses by pesticide one must look at the 
frequency of illness. Glyphosate is one of the most widely used pesti­
cides in California. Data obtained from our regional operations office 
in California indicate that on a conservative basis, a minimum of 130,000 
individuals handle and use glyphosate products for agriculture purposes 
in any given year. Utilizing the 144 exposures CDFA claims which may be 
due to glyphosate during the four year reporting period, a frequency of 
.028% or 28 exposures per 100,000 individuals handling, using the product 
can be estimated. Whereas we do not believe any level of injury is 
acceptable, this very low frequency in conjunction with the lack of 
severity of the reported exposures for glyphosate further supports our 
position that the registration standards additional "worker safety rules" 
are neither necessary nor required for glyphosate products. 

Finally, we would add that labels for formulated glyphosate already warn 
the user to either avoid contact or do not allow contact with the 
material. Therefore, we could assume that those persons who reported 
i rritations due to contact with these formulations failed to follow the 
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label directions. One could question if additional label language is 
necessary when the present language is clearly adequate and are not 
followed by some. Therefore, we believe that the glyphosate 
formulations are adequately labelled, the new worker safety rules are 
not justified and this requirement should be dropped. 

Homeowner End-use Products 
Page 14 - Paragraph 5 

The Agency states that end-use products registered for homeowner use 
contain very low concentrations (0.1 - 10% active ingredient) and have 
very low acute toxicity (category III and IV). Therefore, the Agency 
will not require protective clothing for these products. Monsanto has 
recently registered with the Agency a Roundup L&G herbicide that a 
homeowner can use. The Roundup ODES acute toxicology categories are IV, 
IV, III, and IV respectively. This Roundup L&G herbicide contains 18% 
active ingredient; therefore, we request that the Agency also not require 
protective clothing for this 18% active ingredient formulation. 

Page 15 - Paragraph 1 

The Agency states that the acute dermal toxicity data place glyphosate 
and its formulated products into Toxicity Category III. This is not 
correct. Glyphosate and its formulated agricultural products all have 
dermal LD50 values which are greater than 5000 mg/kg, placing them into 
the Toxicity Category IV. Please correct this error. 

ECOLOGICAL CHARACTERISTICS 

Terrestrial Organisms 
Page 15 

The acute oral toxicity studies with bobwhite quail submitted to the 
Agency (WL-78-27; Accession No. 234395), show that the LDso of glyphosate 
is greater than 4640 mg/kg, not 2000 mg/kg as stated. Therefore, glyphosate 
is considered to be practically non-toxic to bobwhite quail on an acute 
oral basis, not slightly toxic as stated. 

Also, in the same paragraph, based upon submitted data (HL-73-75 and 
HL-73-76; Accession No. 94171) the eight day dietary LCso values for both 
quail and mallard ducks are greater than 4640 mg/kg, not 4000 mg/kg as 
stated. Please correct this error. 

Plant Protection 
Page 16 

The Agency is requiring that tier 1 testing be performed with 
glyphosate. Monsanto will respond within the Agency's allotted 
timeframe. 
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Endangered Species 
Pages 16 and 17 

The Agency has requested additional product labeling for crops, 
rangeland, pastureland and silvicultural sites. It is our 
understanding that this is an EPA policy, and we therefore have no 
objection to adding the endangered species information to our labels. 
However, since the bulletin is not available, we do not believe we can 
comply with these requirements. We trust that the Agency will concur 
that this language should not be added to the label until the referenced 
bulletin is available. 

Residue Data, Page 19 - Paragraph d 

The Agency states th~t available methods for analysis of residues of 
glyphosate and its major metabolite (AMPA) in or on plant comodities or 
water are adequate for data collection. We request that the words "and 
enforcement" be added to the end of this sentence . 

Regulatory Position and Rationale 
Page 21 - Item 4 

The Agency states "available acute dermal toxicity data placed technical 
glyphosate" and its formulated products for agricultural use in toxicity 
category III. This is not correct. Glyphosate and its formulated 
agriculture products all have dermal LD50s which are greater than 5000 
mg/kg, placing them into toxicity category IV. Please correct this 
error . 

Page 21 - Item 5 

The Agency is requiring that labeling and all end-use products, except 
those labeled for homeowner use only, bear "Worker Safety Rules" requiring 
protective clothing requirements (face shield or goggles), chemical 
resistant gloves, che.mical resistant apron and chemical resistant shoes, 
shoe coverings or boots . Based upon the low degree of acute dermal 
toxicity (Category IV) and dermal irritation potential (Categories III 
and IV), the requirements for chemical resistant aprons and shoes, shoe 
coverings, or boots are not justified. All current glyphosate 
formulation labels comply with labeling requirements as specified in 
40CFR Section 162.10; and these labels, therefore contain the 
appropriate precautionary statements required by FIFRA, such as DO NOT 
get in eyes, on skin or on clothing. As stated previously, we do not 
believe this additional label language is justified and therefore 
request it be deleted. 
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Crop Rotation Restriction 
Page 22 - Item 7 

The Agency is imposing a label restriction prohibiting the rotation of 
food or feed crops to glyphosate treated soil unless glyphosate is 
registered for use on those crops. The Agency presently bas on a file a 
wide range of glyphosate studies which demonstrate that residue levels 
in crops grown following preplant glyphosate applications are non- detectable. 
In addition, uptake/metabolism studies are on file which likewise show 
low to non-detectable residue levels; thus providing additional proof 
that the plants do not take glyphosate up from the soil. Glyphosate, 
upon contact with soil, immediately becomes tightly bound to various soil 
components, particularly clay. Consequently, glyphosate is not readily 
taken up from the soil by the root system of plants . As a result, uptake 
of glyphosate and its major metabolite (AMPA) is less than 0.1% of the 
amount applied. 

Glyphosate does not accumulate in the soil, and it dissipates rapidly in 
soils under a variety of environmental conditions . The half-life for 
dissipation of glyphosate in soil is 6 weeks or less, and the average 
time required for the dissipation of 90% of the observed initial glyphosate 
in soil is less than 4 months. Therefore, glyphosate, in addition to not 
being available for plant uptake, is also rapidly dissipated. 

On August 6, 1986, Monsanto requested the Agency to approve a reduction 
in the preplant crop rotation restriction to 3 months. We urge the 
Agency to review the submitted request and approve it as soon as possible. 

According to the rotational crop restrictions as stated in Federal 
Register Vol. 49, No. 188, September 26, 1984 page 37989, labeling must 
include a restriction limiting rotation (or replanting after crop loss) 
for a specified period of time after pesticide application not to exceed 
18 months. This is in contrast to what the Agency states on page 22 
where there is a label restriction prohibiting the rotation of food or 
feed crops in glyphosate treated soils unless glypbosate is registered 
for use on those crops. Therefore , we question the Agency's deviation 
from this rule. Regardless, we request the Agency to approve the requested 
3 month crop rotation restriction. We would propose that no changes be 
made to the label until the crop rotation request is reviewed and 
approved. 

Label Restrictions 
Page 22 - Item 8 

The Agency is imposing a label restriction prohibiting the use of 
glyphosate on rice fields in which crayfish and catfish are included in 
cultural practice. These additional label amendments should not be 
needed since a tolerance for fish bas been established for glyphosate, 
and the crayfish restriction is presently on the Rodeo herbicide label. 
Tolerances are pending for shellfish. It is our understanding that the 
shellfish tolerances will be set in the near future; hence, this 
proposed label restriction should not apply. 
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Page 23 - Paragraph 2 

The Agency is imposing label restrictions prohibiting the use of water 
containing glyphosate from rice cultivation for irrigation of feed or 
food crops not appearing on the glyphosate label . Glyphosate is applied 
to weeds growing in fields before the field is tilled or the rice crop 
planted. Glyphosate is tightly bound to the soil and water is not able 
to extract it so that it would be found in solution. In addition, 
glyphosate is rapidly biodegraded, has a short half-life and rapidly 
dissipates. Thus, preplant applications of glyphosate will not result 
in flood water containing glyphosate. Monsanto therefore believes this 
restriction is not necessary and request this requirement be removed. 

Page 24 - Item 12 

The Agency requires residue data together with a petition for 
establishing tolerances, if necessary, for sugarcane forage and 
pineapple forage . Alternatively, a statement may be placed on the label 
restricting the grazing or feeding of treated commodities. Monsanto 
will request the EPA to approve the feeding and grazing restriction for 
pineapple and sugarcane forage. 

Page 24 - Item 13 

The Agency intends to disapprove the registrations of various 24(c) 
sorghum labels for the use of selective equipment. Alternatively, 
residue data and petition for tolerances must be submitted proposing 
tolerances on sorghum forage, fodder and hay reflecting these uses. 
Since the Agency approved glyphosate tolerances (on 5/28/86) for the use 
of selective equipment on sorghum, and has approved this use on the 
Roundup label. This issue should now be resolved. Therefore, Monsanto 
will cancel these specific 24 (c) labels on sorghum/selective equipment. 

Tolerance Listings 
Pages 25 and 26 - Items 14, 15, & 16 

The Agency has required various changes be made in the tolerance 
listings. 

Monsanto agrees to modify the tolerance listings that are stated in 
Items 14, 15 and 16. Our specific compliance comments are included 
in the attached Part G. 
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Tolerance Listings 
Page 26 - Item 17 

The Agency is requiring additional data on crops treated with irrigation 
water containing residues of glyphosate. Monsanto has submitted data 
(conducted by V. F. Burns, U.S.D.A . at Prosser, Washington; EPA Accession 
Number 94684)) that contains valid data to answer irrigation water 
questions. In the Washington study, the following crops alfalfa, field 
beans, sorghum, squash, sugarbeets and tomatoes were treated with 
sprinkler irrigation water for 3 days containing either 0.02, 0 . 22 and 
2.21 ppm glyphosate. These crops were then harvested and analyzed for 
residues of glyphosate. Except for sorghum, all commodities sprinkler 
irrigated with water containing glyphosate residues at the 2.21 ppm 
level contained no detectable residue at harvest. At harvest, residue 
levels as high as 0.18 ppm glyphosate were detected in sorghum stover 
after treatment with irrigation water containing 2 . 21 ppm glyphosate 
(see Table 13 of the r1!port for further details) . 

We believe this study represents a worst case scenario since the crops 
were treated for 3 days with irrigation water containing set levels of 
glyphosate . This will not be expected to occur in nature since glyphosate 
levels in water will rarely be detected and when detected will occur at 
levels below these used in this study. In addition, the glyphosate, if 
present, will not be present for long periods of time . If water is taken 
from irrigation canals it should then only be present for a period of 
hours to a few days; and if lake or pond water is used, it could then be 
present for a period of a few weeks; but it will be at low levels which 
will continue to decline. 

Therefore, we conclude that should residues not be detected in these 
crops after treatment under this worst case scenario, then there would 
be no reason to believe they could be present under actual conditions; 
and therefore, these additional residue requi~ements should be withdrawn. 

Page 26 - Item 18 

The Agency states "Registrants must provide or agree to develop 
additional data, as specified in the Data Appendicies, in order to 
maintain existing registrations. 

Since Monsanto does not have any registered glyphosate manufacturing-use 
(MP) products, comments concerning compliance with table B (pages 94 
through 97) are not necessary. 

Monsanto comments for generic data requirements for glyphosate {pages 50 
through 92) are outlined in the attached Part G. 
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Required Labeling 
Page 27 

The Agency states that all labeling changes must appear on all products 
in channels of trade by June 30, 1988. Since we do not know when we 
will reach agreement with the Agency on what changes are required and it 
would be essentially impossible to relabel all products in the channels 
of trade by June 30, 1988, Monsanto requests this statement be changed to 
read as follows: 

After 12 months from the date of agreement with the Agency on 
labeling changes, all labeling changes must appear on all glyphosate 
products released for shipment. 

Required Labeling 
Page 27 - Item D 

Since Monsanto does not have any manufacturing use products (MP), a 
response is not needed concerning manufacturing use products labeling. 
Therefore, all labeling submitted with this registration standard will 
only involve end-use products. 

Pages 27 to 34 - Items 1 to 5 

Depending on the agreement reached with the Agency concerning labeling 
requirements, the specific statements may be modified or deleted from 
those listed on pages 27 to 34. Therefore, it is impossible to agree to 
acceptable label terminology until the Agency has reviewed our comments 
and Monsanto reaches agreement with the Agency. 
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WHY THE GLYPHOSATE MOUSE ONCOGENCITY STUDY 
IS NOT REQUIRED 

The Agency requests a repeat of the chronic feeding/oncogenicity study in 
mice to fully address the questions of" ... whether the apparent effects 
noted in the mouse study [renal tubular adenomas] are biologically 
relevant." The results of the mouse bioassay do not provide positive, or 
even suggestive, evidence of carcinogenicity. The most that can be said 
is that the results were equivocal as, in fact, the Scientific Advisory 
Panel stated. Furthermore, the SAP pointed out the fact that this 
equivocal finding occurred only at a dose level that exceeded the MTD . 
Quoting from the SAP report, " ... no oncogenic effect is demonstrated 
using concurrent controls" and" ... the level of concern raised by histor-
ical control data was not great enough to displace putting primary 
emphasis on the concurrent contr ols." There appears to be no j 11stifi­
cation for requiring the repeat of a study with equivocal findings at a 
single site, only at dosage levels exceeding the MTD. 

Several expert toxicologists intimately familiar with the glyphosate 
chronic/oncogenic mouse study results, and personally involved in the SAP 
hearing on this issue, were asked to evaluate the need for a repeat 
study. All experts agreed that additional testing is not justified since 
the current study was conducted at levels exceeding the MTD and failed to 
demonstrate a treatment-related oncogenic effect. Their evaluations are 
enclosed in this part . 

As discussed previously, the fact that Monsanto bas agreed to repeat the 
chronic/oncogenic rat study with glypbosate diminishes even further the 
justification for a repeat mouse study. As pointed out by Dr. Farber at 
the SAP hearing, "If in fact there wasn't a remaining MTD issue in regard 
to the rat study, and the rat was run at a somewhat higher level and 
nothing was seen, then basically the whole thing comes out as no evidence 
of carcinogenicity." The results of the current rat and mouse studies, 
along with results to be obtained from a repeat rat study, should be 
sufficient to assess the oncogenic potential of glyphosate. A repeat 
mouse study is not necessary. 

Finally, based upon a review of the principles expressed in the Agency's 
draft "Position Paper on Maximum Tolerated Dose (MTD) in Oncogenicity 
Studies", it is clear that the chronic/oncogenic mouse study was conducted 
at dosage levels which greatly exceeded the upper limit of 7,000 ppm 
required for mouse studies. Furthermore, none of the requirements listed 
in that document which would necessitate a study are fulfilled for the 
mouse study (see Attachment 1). 
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Statement of Robert A. Squire 
Concerning a Possible Repeat of 
The Glyphosate Bioassay in Mice 

Repeat of a chronic animal bioasaay can be justified on 

the basis of several deficiencies but none of them are present 

in the case of glyphosate. The maximum tolerated dose was met 

- o r exceeded in a well validated study, and there was no biologically 

or statistically significant i ncrease in tumors. 

All pathologists who examined the mouse kidney slides and 

data expressed the view that the renal adenomaa in male mice 

could not be attributed t o the test compound. It ia difficult 

to s ee a basis on which a study can be considered positive or 

even suggestive if there is no statistically significant increase 

in t umors and the scientists directly involved find no biological 

evidence of a compound-related tumorigenic effect. As I ·indicated 

in my letter of September 29, 1986, the weight of evidence including 

the absence of preneoplastic lesions in addition to the 3 adenomas 

. in high-dose males strongly suggest that the tumors were naturally 

occurring. This view was shared by Dr. Marvin iuschner and 

the original pathologists. 

Attachment A from The Environmental Protection Agency document 

entitled •Guidance for the Regulation of Pesticide Products 

Containing Glyphosate• states on page 6 that •Glyphosate produced 
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an equivocal oncogenic response in the mouse, causing a slight 

increase in the incidence of renal tubular adenomas •••• •. · 

There is clearly a presumption by EPA that the tumors vere compound­

related. By definition, such a presumption cannot be supported 

by equivocal data, and it vas not supported by tbe Scientific 

Advisory Panel findings. As stated in their Report,• •••• no 

oncogenic effect is demonstrated using concurrent controls•, 

and • •••• the level of concern raised by historical control 

data was not great enough to displace putting primary emphasis 

on the concurrent controls•. 

The most severe judgement applied to the study by the SAP 

was also that the finding was •equivocal•. Equivocal data are 

frequent in chronic bioassays in the National Toxicology Program 

and elsewhere. Unless such a finding occurs in a study that 

failed to administer an MTD, it does not provide a basis for 

- retesting. Where only equivocal findt°ngs result, even after 

long-term exposure to maximum tolerated doses, it is difficult 

to believe that a carcinogenic effect may have been •missed•. 

Or if such an effect was missed, that it could be demonstrated 

by retesting within any reasonable experimental design limits. 

If our years of animal testing experience have taught us anything, 

it is that such tests are relatively imperfect assays and that 

retesting rarely resolves initial disputes. Furthermore, to 

require retesting in cases of equivocal findings would, I fear, 

set a precedent that would overwhelm toxicology resources and 

produce endless delays in chemical testing. 
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In suJ11J11ary, the weight of evidence indicates that no tumorigenic 

effect was evident in mice chronically exposed to glyphosate­

at a maximum tolerated dose. There is no reason to believe 

that retesting would produce a different result. 

r /: . 
; r--; {(l . \ 

I 
October 8, 1986 
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PATHCOINC. 
I' 0 Rn, U/19 Cia11/trrJhur,:. MIJ }()1179 (Jhl) 8J/,/I.I//I 

Dr. Tfoothy J. Lalg 
Senior Product Toxicologist 
Monsanto Agricultural Carpany 
~ N. Lindbergh Boulevard 
St. Louis, Missourj 63167 

Dear Tim: 

Cctober 14, 1986 

You asked me to cx:mrent oo EPA's request that Malsanto 
repeat the m:,use oncogenid ty stu:iy for GlY}i'losate becauae of 
\<.hat EPA terms the equjvoc:al finding of renal tunors in the 
kidneys of male m.ice. As you know, I do not beljeve these 
neoplasms are related to administratjon of Glyphosate ar¥i ao 
feel the current test is adequate. 

lb,,,ever, assuming there is sate question regarding the 
significance of these lesjons, I feel a retest urxier the sane 
conditions ....ould not add any new infonnation. 'I\,,o 'Nay& to 
increase the sensitivity of a carcinogenicity test are 1) to 
i ncrease the nurrber of animals a.ril/ or 2) to increase the 
dose. The EPA has suggested that the mlrTber of animals/group 
be increased in order to increase the statistical ~ of 
the stu:iy. It seems to me that in order to prove 
cooclusjvely statistically that these neoplasms are or are 
not relate1 to Gly;:hosate 'NOUld require a "meqarrouse" stu:iy. 
The oost for such a study ';r,OUld be extrenely expensive. With 
regard to increasjng the dose in a new stu:iy, based on the 
data fran the subc:hroruc arxi dlronic rrouse studies, I think a 
higher dose ...ould likely canpranise the stuiy. In fact , 
there is cxnce.rn that the dose already tested (3<3,~ ppn or 
3% of the diet) "'8S too high. The EPA has proposed, in a 
"Position Paper en Max.irnl.lTI Tolerated Lbse (MI'D) in 
Oncogenicity Stu±ies", that the ma.ximum dose in a rrouse 
oocogeni city study should be 7, e/Y3 J:PTI ( 0. 71 of the diet) • 
Thus, the highest dose in the Glyphosate chronic nouse s t l.Z!y 
far exceeds EPA reccmnendations. If the EPA recarmendatiaus 
for the high dose, i.e. 7,000 ppn, had been follONed, it is 
JX)SSible that even at 3'3,<"-'3 J:PTI the rnj ld toxic changes 
observed ...ould not have been observed. Iooeed, at 5000 ppn 
n:> toxic effects were observed. 

In the same p::>siti on paper, EPA presents a decisia1 tier 
schete fo r determ.i rung \t,hether a chronic stuiy needs to be 
repeated. Based en this schere, there cbes not appear to be 
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Dr. TinDthy J . Loog 
October 14, 1986 
Page 2 

any reasoo to repeat the nouse oocx,genici ty study for 
Glyphosate. The au.y JX)&&ible areas of caicern \JoO\lld be 
those related to an oocx,genicity study in a seoond species. 
I understand that Monsanto i s intending to repeat the rat 
CflO'Jqenici ty study ard, therefore, it 'NOUld seem that these 
areas will be addressed. 

Based en EPA• s guidelines, it arpears that they have 
adequate informatioo fran the current nouse cnoogenicity 
study to adequately assess potential hurran risk and that a 
repeat of this stmy 'NOUld be for academic curiosity. 

Im/rra 

~rely, 

~V.M.O. 
Diplanate, K:VP 
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Untvenlty of Cincinnati 
Medical c.tlttr 

,) 1 1986 
Institute of Envlronmeni~ ,·.·. - · · · 

Kettering Laboratory (ML 56) 
3223 Eden Avenue 
Cincinnati, Ohio •5267-0056 

October, 25, 1986 

Timothy J. Long , Ph.D. 

Monsanto Company 

800 N. Lindbergh Boulevard 

St. Louis, Missouri 63167 

Dear Dr. Long, 

Sb • d ( R) u Ject: Roun up 

Chronic House Study 

I have reviewed the arguments for and against repeating the mouse study. 

I agree with your conclusion that it has no merit to initiate an additional 

experiment . The reasons are the following. 

1. As I pointed out in my evaluation of 10- 17-85, the CD-1 mouse has a 

high background incidence of neoplasms in differe~t organs. The historica l 

data on kidney tumors in this strain showed a relative large variation in 

their spontaneous incidence. I am certain that a repeat study would not lead 

to more meaningful data . 

2. Because of the high incidence of spontaneous neoplasms in this mouse, 

one should give strong consideration to the following : 

a . There are large numbers of initiated cells in many of the organs 

(expression of true carcinogenicity of whatever initiated these cells). 

b . The toxic effect of any chemical could cause activation of these 

initiated cells and alto promote tumor growth . This could occur in the primary 

target organ of the toxicant or in secondary organs. Roundup did not show any 
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renal toxicity, therefore, no activation or promotion could have taken place. 

No 1ignificant tumor development was present related to the dose of ~he 

material, and by comparison to historical data. 

3. The genotoxic tests of the 111aterial were negative. This supports 

strongly the argument that Roundup is not an initiator (carcinogen). 

In my opinion the above arguments strongly deny 

CD-1 mouse. To satisfy the requirements of the 

indicated. 

Sincerely yours, 

Klaus L. Stemmer, M.D. 
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ATTACHMENT 1 

Glyphosate Mouse Oncogenicity Study (BD-77-420) 
Monsanto believes that· it is not necessary to repeat the glyphosate mouse 
oncogenicity study (BD-77-420). If one applies the decision tier scheme for 
determining the need to repeat oncogenicity studies as discussed in the EPA 
position paper on maximum tolerated dose (MTD) 1 , it is apparent that none of 
the criteria necessitating a repeat study have been met. Outlined below is 
a level by level discussion of each of these criteria and the reasons why 
none have been met for the study in question. 

Level 1 - Nearness to the Apparent MTD 
"If t he highest dose tested (HDT) is greater than or equal to one-half the 
apparent MTD, as judged from subchronic data or other chronic studies, no 
retesting is required." 

Monsanto Response: The HOT in the glyphosate mouse oncogenicity study 
(30,000 ppm in the diet) was selected based upon the results of a 90-day 
subchronic mouse feeding study conducted at dietary concentrations of 5,000, 
10,000, and 50,000 ppm. Evidence of sub chronic toxicity, as evidenced by 
reduced body weight gain, was observed at 50,000 ppm. Body weight gains 
were reduced 24'%. and 18o/. for males and females, respectively. No effect 
upon body weight gain was observed at 5,000 or 10,000 ppm. It was felt that 
50 , 000 ppm would be too high for a lifetime study. Body weight effects due 
to prolonged exposure at such a high level would probably be life threat­
ening. Therefore, the HDT was chosen at 30,000 ppm. Since this concen­
tration is greater than one-half the apparent MTD i n the 90-day study 
(50,000 ppm), the first criteria necessitating a repeat study has not been 
met. 

Furthermore, 
gram/kg/day 
upper limit 
pesticides. 

the HDT exceeds by greater than, four-fold the dosage of 1 
(7,000 ppm for mice) which the Agency s tates 1 as an adequate 
for assessing human risks from animal oncogenicity studies with 

Level 2 - Demonstrated Oncogenicity 
"If the test substance is demonstrated to be an oncogen in another species, 
retesting is required." 

Monsanto Response: Glyphosate was not oncogenic in a 26-month rat feeding 
study (BD-77-416) . This study had previously been accepted by the Agency as 
a valid study demonstrating lack of oncogenic potential. However, the Agency 
has expressed the concern that a MTD may not have been demonstrated in this 
study. Monsanto has agreed to repeat the rat oncogenicity study . There­
fore, unless the repeat rat study were to demonstrate oncogenic potential, 
there is currently no justification for a repeat mouse study based upon the 
criteria at Level 2. 
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Level 3 - Genotoxicity 
"If no genotoxicity is demonstrated in an acceptable battery of tests 
including one study each to detect effects at the gene, chromosome, and DNA 
level, consideration at·the next level is required." 

Monsanto Response: The results of an extensive battery of genotoxicity 
assays designed to assess each of these endpoints have uniformly been 
negative. Therefore, the criteria for retesting at this level have not been 
met, and consideration at level 4 is required. 

Level 4 - Oncogenicity of Structural Analogs 
"If structural analogs of the test substance or known metabolites have been 
shown to be oncogenic in animals or man, retesting is required." 

Monsanto Response: Neither glyphosate nor any of its known metabolites are 
structurally related to any known oncogen. Thus, the criteria for retesting 
at this level have not been met. 

Level 5 - Absolute Value of HDT 
"If the HDT is 0.5 gm/kg b . w./day, no retesting is required." 

Monsanto Response : The HDT in the lifetime mouse study was much greater 
than 0.5 gm/kg/day. For male mice, the time-weighted average daily exposure 
at the HDT was 4.84 gm/kg/day. The corresponding figure for female mice at 
the HDT was 5.87 gm/kg/day. According to this criteria, therefore, 
retesting is not required. 

Level 6 - HDT Relative to Dose Tested in Second Species of an 
Oncogenicity Study with an MTD 
"If the HDT in the study under evaluation expressed in mg/kg/day, is at 
least equal to the HDT in mg/kg/day in an acceptable oncogenicity study in 
another species, then no retesting is required . If, however, the HDT is 
less than ... , consideration at the next level ( level 7) is required." 

Monsanto Response: As discussed in Level 2, another oncogenicity 
study has been conducted with glyphosate in rats (BD-77-416). In that 
study, the HDT was 31 and 34 mg/kg/day for male and female rats, respec­
tively. The HDT in the mouse study was 150-170 times greater than that in 
the rat study. Furthermore, the maximum dosage level that would be tested 
in the planned repeat rat study is 20,000 ppm. The HDT in the mouse study 
exceeds this dosage level (1000 mg/kg) by greater than four-fold. 
Therefore, consideration at level 7 is required . 

Level 7 - Margin of Safety (MOS) Calculated for HDT vs Human 
Exposure 
"If the MOS ( ratio) between the HDT and the highest expected level of human 
exposure is greater than or equal to 1000, no retesting is required." 
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Monsanto Response: If one uses the Theoretical Maximum Residue Contribution 
(TMRC) based upon existing tolerances (1.4238 mg/day) as an upper bound on 
expected human exposure, then there is at least a 200,000 fold MOS* between 
the HDT in the mous~ study and expected human exposure. Therefore, 
according to the criteria at this level, no retesting is required. 

*HDT = 4840-5870 mg/kg/day 
TMRC = 1.4238 mg/day 
Thus: (4840 mg/ kg/ day)(60 kg man) 

References 

1.4238 mg/day= 203,961 

1Harris, J.E., Farber, T.M., Engler, R., Quest, J.A., and 
Skinner, C.S.; Position Paper on Maximum Tolerated Dose (HTD) In 
Oncogenicity Studies - DRAFT. April, 1986. 
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REPLY TO COMMENTS ON THE ENVIRONMENTAL FATE OF GLYPHOSATE 
IN THE GLYPHOSATE REGISTRATION STANDARD 

In the document "Guidance for the Reregistration of Pesticide 
Products Containing Glyphosate as the Active Ingredient", Case 
Number 0178, June 30, 1986, statements were made in section III 
Agency Assessment: Environmental Characteristics (pages 13 - 14), 
section IV Regulatory Position and Rationale (page 22), and in 
Table A (pages 77 - 78) concerning the glyphosate environmental 
fate data base. Specifically, there were judged to be no data or 
insufficient data available regarding photodegradation, laboratory 
soil and aquatic metabolism, mobility, and confined rotational 
crops. 

Examination of the Registration Standard Bibliography, which 
contains "Citations Considered to be Part of the Data Base Sup­
porting Registrations under the Glyphosate Standard" showed that 
there are a substantial number of study reports which have been 
submitted to the Agency for the purpose of supporting glyphosate 
registration and assigned an accession number, but which are not 
included in the bibliography. In addition, examination of the 
reviewer's comments pertaining to these Environmental Fate sub­
jects revealed that additional studies which were most pertinent 
to these subjects were not considered in assessing fulfillment of 
the proper requirement even though they wer e included in the 
Registration Standard Bibliography. Finally, very few of the 
large number of public literature references which contain data 
pertinent to these issues were considered in reaching the stated 
conclusions. 

Monsanto maintains that there are sufficierit data readily avail­
able from these sources to satisfy the majority of the require­
ments which were judged to be inadequately met in the Registration 
Standard. The evidence from all of these studies clearly demon­
strate that glyphosate presents no potential of harm to the 
environment because it is rapidly and irreversibly bound to soil 
or sediment, making it largely unavailable to other living systems, 
and that microbial metabolism or photodegradation convert it to 
only one significant transient metabolite prior to complete 
mineralization. 

In the following discussion, detailed consideration of the data 
which were reviewed and those which were not retrieved in each of 
the pertinent subject areas is presented. A bibliography of 
pertinent public literature references is also attached. 

Photodegradation. The Registration Standard states that photo­
degradation studies in air, water, and soil are required, and that 
no data have been submitted. since glyphosate is an extremely 
nonvolatile amino acid derivative which exists as a salt under 
environmental conditions, photodegradation studies in air are 

055 



250

essentially impossible to conduct and not justified by inhalation 
exposure. Two Monsanto reports directly address photodegradation 
in water and on soil: Monsanto Report No. FR 258 (Accession No. 
228130) by Rueppel and Brightwell, 1972; and Monsanto Report No. 
MSL-0598 by Brightwell, 1978 (This report will be submitted to the 
Agency in the near future.). FR 258 was not considered by the 
reviewer nor is it listed in the Registration Standard Bibli­
ography. Although both studies may contain minor procedural 
differences from those currently recommended because they were 
conducted during the 1970's, they both are valid and appropriate 
studies. These minor differences involve the frequency of sample 
collection or the duration of exposure in real sunlight-days. In 
addition, there have also been independent photodegradation 
studies reported in the public literature. Overall, results from 
these experiments demonstrated that photodegradation is slow and 
highly dependent upon the presence of metal ions. When photo­
degradation occurred, aminomethylphosphonic acid was produced, 
which is also the major residue produced by microbial breakdown of 
glyphosate under environmental conditions. 

Aerobic Soil Metabolism. Only one study was reviewed with regard 
to this requirement and was judged to be scientifically invalid 
and inadequate: MRID 00108140 by Hilton et al., 1975. Since this 
study was only conducted to obtain supplemental information on 
glyphosate's behavior in Hawaiian soils, this conclusion is 
probably justified based on the study reviewed. Monsanto has 
submitted two studies to address this subject: Monsanto Report No. 
FR 269 (Accession No. 228130, MRID 00108181) by Rueppel and 
Brightwell, 1972; and Monsanto Report No . FR 271 (Accession No. 
228130, MR.ID 00108182) by Rueppel et al., 1972. Both of these 
reports were considered by the reviewer under different subjects 
and they were cited in the reviewer's references but they are not 
included in the Registration Standard Bibliography. In FR 269, 
the aerobic metabolism studies were conducted in a fashion more 
similar to aquatic metabolism studiest but used distilled water. 
For this reason, the results are also primarily of supplemental 
value, although the nature of the metabolites produced and bound 
to soil was investigated and is clearly pertinent. In FR 271, the 
experiments were conducted in a fashion which should satisfy the 
requirements . The reviewer's comments concerning the need to 
"accurately assess the decline" of glyphosate in the soil are 
confusing since these metabolism studies are principally designed 
to define the nature of the degradates; many additional studies 
using unlabeled glyphosate have already been conducted to accu­
rately define the rate of dissipation. 

Anaerobic Soil Metabolism. One study (MR.ID 00108140 by Hilton et 
al., 1975) was considered by the reviewer and judged to be inade­
quate and invalid for a variety of reasons. Monsanto doesn't 
dispute those conclusions for that study as discussed in the 
previous section. In fact, no study has been submitted which 
adequately addressed the subject of anaerobic soil metabolism; 
however, since data concerning anaerobic aquatic metabolism are 
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available, anaerobic soil metabolism studies should not be 
required since the guidelines state that anaerobic aquatic 
metabolism can substitute for anaerobic soil metabolism. 

Aerobic Aquatic Metabolism. Two studies were reviewed on this 
subject: Monsanto Report No. MSL- 0207 (Accession No. 234108, MR.ID 
00108192) by Brightwell and Malik, 1978; and Monsanto Report No. 
FR 269 (Accessi on No. 228130, MR.ID 00108181) by Rueppe l et al., 
1972. Although both were available to the reviewer, onlythefirst 
is included in the Registration Standard Bibliography. The 
reviewer's comments that the waters used in MSL- 0207 were not 
mixed with sediment or soil are true, although another study 
(Monsanto Report No. FR 276 (Accession No. 228130) by Henshall and 
Brightwell, 1972) does include experiments of this nature. The 
term "complete water characteristics" is not sufficiently defini­
tive to allow unambiguous compliance, although both the pH and the 
source of the waters used were provided. The reviewer cited a lack 
of complete data on the characterization of radioactivity in some 
samples. This deficiency appears to involve a few ent r ies in the 
data tables at early timepoints which do not effect the conclu­
sions of the study and is viewed as an inconsequential deficiency 
by Monsanto. Additional data on the dissipation of unlabeled 
glyphosate in environmental waters (Monsanto Report No. FR 372 
(Accession No. 94684, MR.ID 00039381) by Kramer et al., 1975; and 
Monsanto Report No. FR 325 (Accession Nos. 94162and 94163, MR.ID 
00038908) by Beasley et al., 1974) are also available. Objections 
cited by the reviewertothe experiments in FR 269 are valid to 
some extent because the study was conceived as a soil metabolism 
study rather than an aquatic study at a time prior to finalization 
of standardized procedures. The specific comment that the results 
from FR 269 are "too variable to assess the decline" is not 
justified because many studies with glyphosate demonstrate that 
the physical state and rate of degradation of glyphosate in 
natural systems are highly dependent upon the components in the 
system; thus the variability observed is an experimental fact not 
a deficiency in the procedure. 

Anaerobic A<;IB:atic Metabolism. In this section also, only one of 
several available studies was apparently reviewed. The study 
reviewed was FR 269, which was just discussed above in the section 
on aerobic aquatic metabolism; the same evaluation of the reviewer's 
comments applies. A more appropriate study for review would have 
been Monsanto Report No. MSL-0207 (Accession No. 234108, MR.ID 
00108192) by Brightwell and Malik, 1978, which had just been 
reviewed and judged to be scientifically valid under the subject 
of aerobic aquatic metabolism. In MSL-0207, anaerobic aquatic 
metabolism studies were conducted with combined water and sediment 
in a fashion that was otherwise very similar to the aerobic 
experiments; thus, the only possible objections the reviewer might 
have made should therefore involve the issues of "complete water 
characterization11 or the lack of complete radioactivity character­
ization at the earliest timepoint. Additional anaerobic aquatic 
studies are described in Monsanto Report No . MSL-0598 (available 
for submission to the Agency) by Brightwell, 1978. 
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Leaching and Adsorption11?esorption. In this category, six studies 
are mentioned by the reviewer as having been reviewed although 
only five are cited. Among these , MSL-0207, referred to in the 
prior two sections, is judged to fulfill the entire requirement 
with the small exception that the Cattail swamp sediment was not 
completely characterized. In fact, two sediments were used in the 
studies described in the report, and only one of the two was 
completely characterized along with the eight soils which were 
also used and characterized. Unfortunately, the adsorption/ 
desorption experiments were conducted with the partially­
characterized sediment, and Monsanto admits that this is a minor 
deficiency in this study. This deficiency clearly doesn't alter 
the overall conclusion that glyphosate is very tightly bound to 
soils, which is accepted in numerous statements throughout the 
R,~gistration Standard document (for example, pages 5, 14, and 21). 
Additional data on this topic not considered by the reviewer are 
included in Monsanto Report No. FR 258 (Accession No. 228130, not 
included in Registration Standard Bibliography) by Rueppel and 
Brightwell, 1972; and Monsanto Report No. FR 275 (Accession No. 
228130, MRID 00039943) by Henshall and Brightwell, 1972, as well 
as in the public literature . Monsanto Report No. MSL- 5393 (avail­
able for submission to the Agency) by Livingston et al., 1986, 
contains adsorption/desorption data for N-(phosphonomethyl)imino­
diacetic acid, a closely related compound. 

Rotational Crops. One study is mentioned by the reviewer as 
having been reviewed although two are then cited: Monsanto Report 
No. FR 271 (Accession No. 228130, MRID 0108182) by Rueppel et al . , 
1972; and Monsanto Report No. FR 274 (Accession No. 228130,rmID 
0180183 ) by Henshall and Brightwell, 1972. Neither of these 
studies are included in the Registration Standard Bibliography, 
and neither was conducted for the purpose of studying rotation 
crops. Instead, each was designed to study the behavior of 
glyphosate in soils in which plants had been included to more 
closely simulate field conditions. The two appropriate studies, 
only one of which is included in the Registration Standard Bibli­
ography, were apparently not reviewed: Monsanto Report No. FR 406 
(Accession No. 96398, MR.ID GS0178-003) by Suba, 1976; and Monsanto 
Report No. MSL-0882 (Accession No. 241426) by Brightwell and Cooper, 
1979. An additional study (Monsanto Report No. FR 470 (Accession 
No. 96398, MRID 00108159) by Beasley, 1977, conducted with unlabeled 
glyphosate, is also available. When these studies are properly 
considered, Monsanto believes that the rotation crop issue will be 
resolved. 
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Response to the EPA With Regard to the Statements Published in the 
Glyphosate Registration Standard Concerning the Laboratory Studies 
on Pesticide Accumulation in Fish. 

In the document "Guidance for the Reregistration of Pesticide 
Products Containing Glyphosate as the Active Ingredient," Case 
Number 0178, statements were made by the Agency that based upon 
the five studies reviewed , two o f which were determined to be 
scientifically valid, the data requirements were not fulfilled. 
Monsanto disagrees with these conclusions, primarily since the 
studies which were submitted to meet these requirements were 
either not reviewed or overlooked by the Agency during the review. 

Examination of the Bibliography of the Registration standard 
showed that not all of the study reports pertinent to the 
accumulation of glyphosate in fish were considered in the 
reviewer's evaluation. These reports were submitted to the Agency 
in support of the glyphosate registration and were assigned EPA 
accession numbers. Included in these studies are the following 
reports: Monsanto Final Report No. 372 (EPA Accession No. 94684 
and 95356) by Kramer, 1975; Monsanto Report No. MSL-0569 (EPA 
Accession No. 97762) by Kramer and Beasley, 1978; Monsanto Report 
No. MSL-1116 (EPA Accession No. 99411) by Purdum, 1980. Although 
all of these reports were available within the Agency, it appears 
as if they were not considered. 

With regards to the reports which were reviewed by the Agency, 
Monsanto must take serious issue with the reviewer's comments 
concerning validity of the data . First, these studies were 
conducted as static studies based upon the Agencx's reguest as 
part of the requirements for fulfilling an aquatic use petition 
for pesticide applications to ponds/lakes, rice paddies, freshwater 
levees, and tidewater areas. Additionally, the reviewer's comments 
concerning variability of the data in some tissues, characteriza­
tion of residues, and the aging of the test substance would not 
be appropriate when the total data package that the agency has is 
considered. The variability of data in crayfish tissue, suggested 
by the reviewer to invalidate the study, is not considered unusual 
by aquatic toxicologists experienced in using crayfish as a test 
species under static conditions. These reports comprising the 
total data package include Monsanto Report No. MSL-2056 (EPA 
Accession No. 246876) by Grabiak, 1982; Monsanto Report No. 
MSL-2937 (EPA Accession No. 71696) by Purdum and Grabiak, 1983; 
Monsanto Report No. MSL-2952 (EPA Accession No. 71695) by Purdum 
and Grabiak, 1983; Monsanto Report No. MSL-5018 (EPA Accession No. 
260497) by Chott, Livingston and Schafer, 1985; Monsanto Report 
No. MSL-5019 (EPA Accession No. 260534) by Chott and Livingston, 
1985; Monsanto Report No. MSL-5045 (EPA Accession No. 260497) by 
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Purdum, 1985; Monsanto Report No. MSL-5059 (EPA Accession No. 
260534) by Purdum, 1985. All of these above referenced studies 
have been reviewed by the Residue Chemistry Branch of the Agency 
and all issues associated with the Aquatic Use Petition #3F2956 
for glyphosate have been resolved to the satisfaction of the 
Residue Chemistry Branch and Monsanto in a memorandum dated April 
10, 1986 received from the Agency. 
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REPLY TO "WORKER SAFETY RULES" LABELING REQUIREMENT 

Page 14, 2nd paragraph 

All current glyphosate formulation labels comply with labeling 

requirements as specified in 40 CFR Section 162.10; and these labels, 

therefore contain the appropriate precautionary statements required by 

FIFRA, such as Do Not Get in Eyes, on Skin or Clothing. 

Available worker exposure and reported illness data do not support the 

Agency's proposal to require "Worker Safety Rules" requiring protective 

clotheing to appear on all labels for glyphosate formulated products 

intended for agricultural and aquatic uses. 

The Agency references the California Department of Food and Agriculture (CDFA) 

reports which rank glyphosate third in the number of illnesses reported from 

exposure to pesticides. Monsanto has obtained the published CDFA reports 

for the four year period 1982-85. In addition, we requested from CDFA and 

were provided, the individual listing of each reported glyphosate exposure 

for this four year period. For each reported exposure, CDFA investigates 

the relationship between the reported exposure and the subsequent illness 

and determines the likelihood that the reported exposure actually caused 

the reported illness. The likelihood categories are (1) definite (2) pro­

bable - circumstantially likely but not definite, (3) possible - circum­

stantially uncertain but some likelihood exists (4) unlikely - very little 

likelihood of a relationship. In addition, CDFA categorizes each illness 

by job category. Categories include mixer/loader, hand or ground appli­

cation, etc. Finally, each illness is classified as either eye, skin, 

eye/skin, or systemic. 
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The individual listing of each glyphosate illness reported allowed us to 

review the type of each exposure reported, the job category involved and the 

likelihood that the reported exposure actually caused the reported illness . 

This review indicated that a total of 245 exposures were reported during 

the four year reporting period. However, only 144 (58.8%) of these ex­

posures were judged by CDFA to have a definite or probable likelihood of 

actually causing the reported illness. 98 (68.1%) of these 144 exposures 

involved exposure to the eyes; 38 (26.4%) were exposures to the skin. Eye 

exposures were primarily to individuals mixing, loading and applying the 

product. In the four year period, only six incidents of skin exposure to 

mixers or loaders were reported. Of greatest significance, little or no 

data is provided indicating the severity of reported illnesses. No reports 

of hospitalization are contained in the listings for glyphosate exposures. 

This lack of qualification regarding severity of effects reported in the 

CDFA data supports Monsanto's firm position that the use of the term 

"illness" in describing glyphosate incidents in California is a misnomer. 

These incidents should be referred to simply as "exposures". An exposure 

to glyphosate does not automatically denote "illness". 

The CDFA data confirm the agency position that exposures reported for 

glyphosate formulations are primarily eye and skin irritation. The data 

also confirm the agency position that eye irritation is primarily occurring 

to mixers, loaders and applicators. It does not support a contention 

that the nature of these exposures is such to require stringent safety 

precautions. The data, also, do not confirm the agency position that 

skin irritation is occurring to mixers and loaders. Only six incidents 

in four years report dermal irritation for this job activity. 
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The Agency statement that CDFA data ranks glyphosate third in the number 

of "illnesses" reported for exposure to glyphosate fails to take into con­

sideration the number of individuals who actually handled/used the product. 

To truly "rank" exposures by pesticide, one must look at the "frequency 

of exposure". Glyphosate is one of the most widely used pesticides in 

California. Data obtained from our regional operations office in California 

indicate that on a conservative basis, a minimum of 130,000 individuals 

handle and use glyphosate products for agricultural purposes in any given 

year. Utilizing the 144 exposures CDFA claims were definitely or probably 

due to glyphosate during the four year reporting period, a frequency of 

.028% or 28 exposures per 100,000 individuals handling/using the product 

can be estimated. This frequency value, in conjunction with the lack of 

severity of the reported exposures for glyphosate further supports our 

position that "Worker Safety Rules" are neither necessary nor required for 

glyphosate products. 

In addition to the CDFA data, there is one other source of "illness" 

reports concerning glyphosate exposure. From 1966 - 1980, the Agency 

maintained the Pesticide Incident Monitoring System (PIHS). Based on 

our previous review of the data in this system, a total of 40,677 pesti­

cide incidents were reported to EPA. Only 109 (0.27%) of these incidents 

involved glyphosate. Further review of the glyphosate incidents indicate 

that only 35 of these incidents resulted in actual observed illness 

symptoms in the exposed individuals. Finally, we are not aware if any 

of these incidents reported were validated as to their accuracy . None of 

these exposures resulted in life-threatening situations or even hospitali­

zation. In fact, the majority of the exposures resulted in minor symptoms 

for which the individual was treated locally and released. This extremely 

low incident rate and the lack of any reported severe or complicating 

symptoms again support our position that "Worker Safety Rules" can not be 

justified for glyphosate based products. 
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Page 21, No. 5 

The skin and eye irritation properties of technical glyphosate formulation 

products do not warrant the imposition of "Worker Safety Rules" as de­

cribed in the guidance document . The Agency states in the guidance docu­

ment that technical glyphosate is not a primary skin irritant and is only 

minimally irritat i ng to the eye. Quantitative results from EPA approved 

animal eye i rritation studies of the glyphosate formulation for agricul­

tural use demonstrate that according to the previous classification scheme 

for eye irritation, this formulation is no more irritating to eyes than 

common shampoos and detergents. The Agency states that the agricultural use 

product causes "some" dermal irritation. Animal skin patch studies do not 

support this state.ment. "Worker Safety Rules" simply can not be supported 

based on the results of standard animal s kin and eye irritation studies . 

One further issue regarding the skin and eye irri tation properties of 

glyphosate formulations needs to be addressed. In the rationale for re­

quiring "Worker Safety Rules" on all new glyphosate product labels for 

agricultural or aquatic use, the Agency highlights the differences in eye 

- and skin irritation properties between technical glyphosate and formulations 

for glyphosate for agricultural use. The Agency should note that the gly­

phosate formulation for aquatic use does not demonstrate this difference 

in either s kin or eye irritation properties when compared to technical 

glyphosate . Thus, while Monsanto believes that "Worker Safety Rules'.' as 

specified by EPA are inappropriate for all formulations of glyphosate, 

such requirements are even more inappropriate for the Rodeo aquatic use 

formulation. 
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Therefore, Agency justification for "Worker Safety Rules" is not supported 

by the factual data. Eye and skin irritation properties for both technical 

glyphosate and the agricultural formulation, based on valid animal studies 

do not support a "Worker Safety Rules" require.ment. Review of both CDFA 

and PIMS exposure/illness data also do not support a "Worker Safety Rules" 
requirement. 

In conclusion, we firmly believe that existing label language and recom­

mendations regarding worker protection are sufficient and satisfactory and 

that the "Worker Safety Rules" requirement is unnecessary. 
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REPLY TO TABLE A 

GENERIC DATA REQUIREMENTS FOR GLYPHOSATE 

158.120 

DATA REQUIREMENT 

Product Identity 

Analysis and Certification 
of Impurities 

Physical and Chemical 
Characteristics 

158.125 

PRODUCT CHEMISTRY 

COMMENT/STATUS 

Product Chemistry requirements (as 
outlined on page 50) for glyphosate 
TGAI were submitted to the Agency on 
6/30/86. 

With the exception of 63-17 storage 
stability, the above submitted product 
chemistry information also contains 
TGAI information requested on page 
51. EPA states "Storage Stability" 
is listed under "Product Chemistry" 
section 63-17. However, the 63-17 
requirement should be a storage 
stability section under Residue 
Chemistry. Sample submission of TAGI 
and PAI for 64-1 will be submitted 
whenever the Agency asks for their 
shipment . 

Several of the reference numbers 
listed cannot be found in the Section 
IV. Bibliography Appendices. The 
missing references are listed below: 

MRID 00053002 
MRID 00061553 
MRID 00108102 

RESIDUE CHEMISTRY 

Monsanto will be collecting residue data on various crops during the 18 
to 24 month allotted timeframes. In the meantime, we request that the 
current 40 CFR 180.364 not be changed until this additional residue 
information can be submitted to the Agency and the Agency has reviewed 
it. 

DATA REQUIREMENT 
171-2-Chemical Identity 

171-4-Nature of Residue 
(Metabolism) 
- Livestock 

COMMENT/STATUS 
The required TGAI information was 
submitted to the Agency on 6/30/86 as 
part of a glyphosate product chemistry 
report. Therefore no further Monsanto 
action is required. 

Monsanto agrees to conduct these 
studies on goats and chickens. 
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DATA REQUIREMENT 
171-4 Residue Analytical 

Method 
- Animals 

Storage Stability 

171-4- Magnitude of Residue 

COMMENT/STATUS 
Monsanto will provide the requested 
method. 

The storage stability requirement 
listed under Product Chemistry (see 
page 51 , 63- 17) should be listed 
under residue chemistry. Monsanto 
needs clarification from the Agency 
as to what is needed, and when these 
data should be submitted. 

Residue Studies for each Food Use 

Root and Tuber Vegetable Group 

Leaves of Root and Tuber 
Vegetable Group 

Bulb Vegetable Group 

Leafy Vegetables (except Brassica 
vegetables) Group 

Brassica Leafy Vegetable Group 

Monsanto wishes to maintain this crop 
grouping for preplant applications and 
therefore will collect all required 
residue data for turnips, potatoes and 
sugarbeets . We request t he Agency clarify 
if data are required on radishes. 
Selective equipment residue work will not 
be conducted on Parsnips as t his use will 
not be promoted. We request the Agency 
allow this crop grouping to remain 
intact in the 40 CFR until this 
residue data work is completed . 

Monsanto wishes to maintain this crop 
grouping for pre- plant applications and 
therefore will collect the required residue 
data for turnip greens. We request 
the Agency allow this crop grouping 
to remain intact in the 40 CFR until 
this residue work is completed. 

Will conduct onion residue studies. 

Monsanto wishes to maintain this crop 
grouping for preplant application and 
therefore will collect t he required residue 
data for celery and spinach. We request 
the Agency allow this crop grouping to 
remain intact in the 40 CFR until this 
residue work is completed . 

Monsanto wishes to maintain this crop 
grouping for preplant application and 
therefore will collect the required residue 
data for broccoli and mustard greens. We 
request the Agency allow this crop grouping 
to remain intact in the 40 CFR until this 
residue work is completed . 
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DATA REQUIREMENT 
Legume Vegetables (succulent 
or dried) Group 

Foliage of Legumes Vegetable 
Group 

Fruiting Vegetables 
(except curcubits) 

Cucurbits Vegetable Group 

Citrus Fruits Group 

Stone Fruits Group 

COMMENT/STATUS 
With the exception of soybeans, a crop 
grouping tolerance will be requested. 
The requested soybean soapstock data 
was submitted to the Agency in Monsanto's 
February 21, 1986 (RD 617) Preharvest 
Soybean petition; therefore, the soapstock 
data requirement submission has been 
completed. 

Except for soybean forage and hay, 
a crop group tolerance will be 
requested. 

Since a crop group tolerance was set 
on 12/20/85 (FR Vol . 50, No. 245) 
no furthe ~ action is required. 

Since a crop group tolerance was set 
on 4/23/86 (FR Vol. 51, No. 78), no 
further action is required. 

Monsanto will clarify the calculations 
used to derive the whole fruit residues. 
Following that, we wish to meet with the 
Agency to determine if any additional 
residue work is required to maintain the 
citrus fruit group tolerances. 

Monsanto elects not to do the required 
residue studies, but instead will change 
the labels to require a 17 day 
pre-harvest interval instead of the 
present 14 day interval. We assume 
that this will statisfy the Agency's 
concern in this area and request you 
concurrence. 

Concerning the requirement for 
processing s tudies in plums, we note 
that glyphosate when used in these 
plum orchards is applied as a 
directed spray to the base of the 
tree. No glyphosate is taken up by 
the tree, hence, residues are not 
detected. In order to obtain plums 
containing measurable levels of 
glyphosate the tree would have to be 
topically treated and would most 
certainly die. Therefore, it would 
make no sense to treat the tree in this 
manner, hence it will be impossible 
to conduct this processing study and 
we request the Agency delete this 
requirement. 
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DATA REQUIREMENT 
Small Fruits and Berries Group 

Cereal Grain Group 

Forage 1 Fodder 1 and Straw-of­
-Cereal Grains Group 

Nongrass Animal Feeds (forage, 
fodder, straw, and hay) Group 

Asparagus 

Coffee 

COMMENT/STATUS 
A crop group tolerance was set on 
4/23/86 (FR Vol. 51, No. 78). Monsanto· 
will conduct a grape processing study. 
The Roundup wiper application use 
instructions for cranberries will be 
amended to allow only one wiper 
application within a 45-day preharvest 
interval; data in the original tolerance 
petition should support this label 
amendment. 

Monsanto will request separate tolerances 
on corn, wheat, rice, barley and oats. 
Monsanto will submit field corn, grain 
sorghum and wheat processing residue 
data. Since the Agency approved on 
5/28/86, the use of wiper equipment on 
sorghum (with a 40-day PHI), the 
requested 14-day PHI residue data are 
no longer necessary . 

Since the Agency approved on May 28, 
1986, the sorghum wiper application 
label with a restriction on feeding or 
grazing milo fodder, the 24(c) label 
should no longer be required. Separate 
tolerances will be requested for 
barley forage, hay and straw, corn 
forage, silage and fodder, oat forage, 
hay and straw, rice straw, sorghum 
forage, fodder, silage and hay and 
wheat for~ge, hay and straw. 

Monsanto will collect the alfalfa seed 
processing data . Separate tolerances 
for residues on forage and bay of 
nongrass animal feeds will be requested. 

We will agree to collect the required 
residue data. 

Monsanto will request approval from 
the Agency to amend the prebarvest 
interval from 14-days to 28 days and 
we also request that the maximum rate 
on the label be reduced to a maximum 
annual ratehear of 2 . 0 lbs/acre a.e. 
which is the maximum now applied 
under use conditions. Therefore, we 
request that the requested coffee residue 
data (page 74) be deleted. 
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DATA REQUIREMENT 
Mangos 

Olives, processed and olive oil 

Peanuts (forage, hay, hulls, 
meal, soapstock and oils) 

Pineapple forage 

Sugarcane 

Tea 

Irrigation Water 

COMMENT/STATUS 
We agree to collect the required residue 
data. 

The approved labels from Greece, Italy 
and Spain will be sent to the Agency . 
The olive-curing process will be 
submitted to the Agency. 

Monsanto has withdrawn a petition to 
allow use of selective application equip­
ment over peanuts. We are now agreeing 
to remove the label recommendation for 
spot treatment in peanuts. Hence, 
the only use for glyphosate in 
peanuts will be pre- plant. We 
therefore believe the processing data 
should now not be required since 
peanuts grown in glyphosate treated 
soil will not contain measurable 
levels of residues. We request the 
Agency 1 s concurrence that these 
processing data are no longer 
required. 

Monsanto will request the Agency to 
approve feeding and grazing restrictions 
for pineapple forage. 

Monsanto will request the Agency to 
approve a sugarcane forage grazing 
restriction. 

Monsanto will request approval of a 7 
ppm food additive tolerance for 
instant tea. Monsanto will provide 
the Agency with the requested foreign 
tea information and labels. 

Refer to previous comments involving 
page 26 - item 17 . 

., 

074 
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158 . 130 Environmental Fate 

Photodegradation 

Metabolism Studies - Lab 

Mobility Studies 

Dissipation Studies - Field 

Accumulation Studies 

See basic discussion comments in Part E. When the Agency reviews the 
above information, we anticipate that they will concur with Monsanto 
that the additional studies are not required . If the Agency does not 
concur , we assume you will respond in adequate time for Monsanto to 
complete the studies within allotted timeframes for submission. 

In the event that the Agency's review of this information makes it 
impossible for Monsanto to meet the suggested deadline, we will request 
to meet with the Agency to establish a new deadline . 

TOXICOLOGY 

Acute Testing 81-3 Acute Inhalation - Rat 

There appears to be no justification for an acute inhalation study with 
glyphosate because a) People are not exposed to glyphosate . If any 
exposure does occur, it is either to the isopropylamine or sodium salts 
of glyphosate. Adequate inhalation toxicity studies have been or are 
being conducted with these end-use materials. The results of the 
available studies indicate a relatively low degree of acute inhalation 
toxicity. b) Glyphosate is a non-volatile solid material which is 
handled in manufacture which precludes 
any inhalation exposure. Monsanto requests that this study no longer be 
required. 

Chronic Testing 

83-1 - Non-rodent (dog) 

·see basic discussion comments in Part C, page 8 - paragraph 2. The 
additional data was submitted to the Agency on August 11, 1986 as 
"Addendum to One-Year Toxicology Study in Dogs with Glyphosate" which 
addressed these issues. 

83-2 Oncogenicity - Rat 

Monsanto will conduct the repeat rat study. See basic discussion 
comments in Part C, page 8 - paragraph 1. 

075 
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83-2 Oncogenicity - Mouse 

See basic discussion comments in Part C ( page 6 - paragraph 1, page 6 -
paragraph 3, page 7 - paragraph 1) and Part D. When the Agency reviews 
the above information, we anticipate that they will concur with Monsanto 
that the additional mouse study is not required. 

85- 1 General Metabolism 

See basic discussion comments in Part C, pages 10 and 11 . 

158.150 PLANT PROTECTION 

122-1 - Seed germination/seedling emergence 

122-1 - Vegetative Vigor 

122-2 Aquatic Plant Growth 

The Agency is requiring that tier 1 testing be performed with 
glyphosate . Monsanto will respond within the Agency's allotted 
timeframe. 

076 
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Monsanto Company 
1101 17th Street NW. 
Washington, OC 20036 

Attention: Thomas F. Armstrong 

Gentlemen: 

Subject: Shackle c Herbicide 
EPA Registration No. 524- 339 
Re: Label Revision 
Your Letter Dated June 11, 1986 

OCT 2 0 

The labeling referred to above, submitted in connection with 

registration under the Federal Insecticide , Fungicide , and Rodenticide 

Act as amended, is acceptable . Please submit five (5) copies of your 

final printed labels incorporating this amendment. A stamped copy of 

labeling is enclosed for your record . 

Enclosure 

Sincerely yours , 

Robert J . Taylor 
Product Man.ager (25) 
Fungicide- Jterbicide Branch 
Registration Division (TS-767C) 

89579:Erumsele:T-5:KENC0:10/10/86;10/23/86:de·VO 
C:ONCURRl:NCES 

:::11{-7:2~1------7---------1-------1-------1--------1--------J-----------
OATI: • :/, ~~ ------- ------- --------- ---------- -------- -------- ---------

EPA Form 1320·1 (-4-81) OFFICIA L F ILE COPY 
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Director 

Monsanto 

Monsan10 Company 
1101 171h Slreel, N.W. 

Washington, D.C. 20036 
Phone: (202) 452-8880 

June 11, 1986 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject : Shackle® C Herbicide 

Dear Sir: 

EPA Reg. No. 524-339 
Stamped Labels Requested 
• 54 Gallon Container Label 
• Bulk Container Label 

Shackle® C herbicide is registered (EPA Reg. No. 524-339) by the 
Agency solely for the purpose of reformulation by those companies 
permitted by Monsanto to manufacture a dilute glyphosate product. 
Roundup® herbicide is registered (EPA Reg. No. 524- 308) by the 
Agency for use on many agricultural crops and for non-crop appli­
cations. The herbicide formulations in both of these two regis­
trations are identical to each other. 

At this time, Monsanto is submitting amended 54 gallon and bulk 
Shackle C container labels. To comply with P.R. Notice 83-3, the 
54 gallon container label contains a revised Storage and Disposal 
statement that is appropriate for a plastic container. For both 
the 54 gallon and bulk container labels, the words "industrial, 
residential and ornamental areas" replaces the words "home lawns 
and gardens. 1' Roundup is approved by the Agency for use in in­
dustrial, residential and ornamental areas, and we request the 
Agency approve these specific use areas for the Shackle C labels. 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S . Environmental Protection Agency 
June 11, 1986 
Page 2 

Enclosed for your use, are five (5) copies (includes one highlighted 
label) of each requested 54 gallon and bulk Shackle® C container 
labels. We request the Agency approve these labels as soon as poss­
ible. 

If you have questions or comments about this registration request, 
please contact Lyle Gingerich or me. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

{7~~ 
Thomas F. Armstrong 
Registration Manager 
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UIIIT OF WARRANTY AND LIABILITY 

This company warrants that this product conforms to the 
chemical desaiption on this label. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR 
PURPOSE OR MERCHANTABILITY IS MADE. This warran­
ty is also subject to the conditions and limitations stated 
herein. 

Buyer and all users shall promptly notify this company of 
any claims whether based in contract, negligence, strict 
liability, other tort OIi otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handJina which results from conditions beyond 
the control of this a,mpany, including but not limited to 
uses or applications in any manner not explicitly set forth in 
this label or application to or contact with desirable ~ 
tation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HAN­
DLING OF THIS PRODUCT (INCLUDING CLAIMS BASED 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, OTHER 
TORT OR OTHERWISE) SHALL BE THE PURCHASE PRICE 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF 
THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE­
MENT OF SUCH QUANTITY OR, IF NOT ~UIRED BY 
PURCHASE. REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

The buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement.. 

U.S. Pat. No. 3,799,758 and U.S. Pat No. 4 ,405,531 covers 
use. Other patents are pending. 

I ©MONSANTO COMPANY 1986 

~ Shackle is a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A ~ • 

·1MAP-~53F 

. -..-

"I 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 
HARMFUL IF SWALLOWED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing. 
Wash thoroughly after handling. 

~ 

FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 
15 minutes. Call a physician. 
IF ON SKIN, immediately flush with plenty of water. Remove contami­
nated clothing. Wash clothing before reuse. 
IF SWALLOWED, this product will cause gastrointestinal tract irritation. 
Immediately dilute by swallowing water or milk. Call a physician. 

In case of an emergency involving this product, Call Collect, 
day or night (314) 694-4000. 

Environmental Hazards 

Keep out of lakes, streams and ponds. Do not contaminate water by 
disposal of waste or cleaning of equipment. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored only in stainless steel, 
aluminum, fiberglass, plastic and plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAJNLESSSTEEL)CONTAJNERSORSPRAYTANKS. 

This product or solutions of this product react with such containers and 
tanks to produce hydrogen gas which may form a highly combustible gas 
mixture. This gas mixture could flash or explode, causing serious personal 
injury, if ignited by open flame, spark, welder's torch, lighted cigarette, or 
other ignition source. 

Storage and Disposal 
Do not ~ ntaminate water, foodstuffs, seed or feed by storage or disposal. 

DISPOSAL:· 
Wastes resulting from the use of this product that cannot be used or 
chemicallf reprucessed should be disposed of in a landfill approved fol' 
pesticide disposal or buried on site in a safe place away from water supplies. 
All disposal should be in accordance with applicable Federal, state or local 

- procedures.~ 

Emptied container retains vapor and product residue. Observe all labeled 
safeguards until container is cleaned, re<X>nditioned or destroyed. 00 NOT 
CUT OR WELD ON OR NEAR.THIS CONTAINER. 

Do not reuse ~iner. Triple rinse container. Then puncture and dispose 
of in a sanitary landfil, or by incirwation. or, if allowed by state and local 

. authorities. by~ "bwned. stay out of smolll. 

-- - •• 
. . 

CONCENTRATE 

SHACKLE® C 
' 

;ACCEPTE°\HERBICIDE BY 

I OCT 2 01986 
Uncll'!I ,b.~ z adctal ~cid-. 
FungioiJe, a.nd Rodentici~! Act. 

Monsanto 
o.s 0.1:1:mded. fot the peaticid• 
te!)Ltotod und 
EPA REJg, Ne 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in industrial, residential and ornamental areas. 

It is a violation of Federal Law to use this product in 
any manner inconsistent with its labeling. 

Read the entire label before using this product 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 

WARNING J Read precautions on side panel 

In case of an emergency involving this product, 
r.all Q>llect, day or night. (314) 69"-4000. 

~, 

ACTIVE INGREDIE'4T: 
•1sopropylamine salt of glyphosate . • • • • • • 41.01 

INERT INGREDIENTS: . .. . • • . . . • • • • • • • . • 59.01 
100.01 

*Contains 480 grams per liter or 4 pounds of the 
active ingredient isopropylamine salt of N-(phos­
phOn<methyf) glycine per U.S. gallon. Equivalent to 356 
grams per liter or 3 pounds per U.S. gallon of the acid, 
glyphosate. 

EPA Reg. No. 524-339 

EPA Est No. 524-NC-l 

NET 54 U.S. GA 



2
7

5

UMI_T OF WARRANTY MD UABIUTY 
This company warrants that this product ODrrbms to the 
chemical desaiptlon on this label. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR 
PURPOSE OR MERCHANTABILITY IS MADE. This warran­
ty is also subject to the conditions and limitations stated 
herein. 

Buyer and all users shall promptly notifylhis company of 
any claims whether based in contract, negligence, strict 
iability, other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions beyond 
the control of this company, including but not limited to 
uses or applications in any manner not explicitly set forth in 
this label or application to or contact with desirable vege­
tation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HAN• 
DUNG OF THIS PRODUCT (INCLUDING CLAIMS BASED 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, OTHER 
TORT OR OTHERWISE) SHALL BE THE PURCHASE PRICE 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF 
THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE­
MENT OF SUCH QUANTITY OR, IF NOT ACQUIRED BY 
PURCHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

The buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement. 

U.S. Pat. No. 3,799,758and U.S. Pat. No. 4,405,531 covers 
use. Other patents are pending. 

\ e MONSANTO COMPANY 1986 

f> Shackle is a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A. Ero 

• 

I MAP-~33.09/53f 

,. 
PRECAUTIONARY STATEMENTS 

~ Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 
HARMFUL IF SWALLOWED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes. on skin ex on clothing. 
Wash thoroughly after handling. 
FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 

15 minutes. Call a physician. 
IF ON SKIN, immediately flush with plenty of water. Remove contami· 
nated clothing. Wash clothing before reuse. 
IF SWALLOWED, this product will cause gastrointestinal tract irritation. 
Immediately dilute by swallowing water or milk. Call a physician. 

In case of ar: emergency involving this product, Call Collect, 
day or night (314) 694-4000. 

Environmental Hazards 

Keep out of lakes, streams and ponds. Do not contaminate water by 
disposal of waste or deaning of equipment. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored only in stainless steel, 
aluminum, fiberglass, plastic and plastic- lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. 

This product or solutions of this product react with such containers and 
tanks to produce hydrogen gas which may form a highly combustible gas 
mixture. This gas mixture could flash or explode, causing serious personal 
injury, if ignited by open flame, spark, welder's torch, lighted cigarette, or 
other ignition source. 

Storage and Disposal 
Do not contaminate water, foodstuffs, seed or feed by storage or disposal. 

DISPOSAL: .... 
Wastes resulting from the use of this product that cannot be used or 
chemically reprbcessed should be disposed of in a landfill approved for 
pesticide disposal er buried on site in a safe place away from water supplies. 
All disposal should be in accordance with applic.able Federal, state or local 
procedure.s. ~ 

· Emptied container retains vapor and product residue. Observe all labeled 
safeguards until oontainer is deaned, reconditioned or destroyed. DO NOT 
CUT OR WELD ON OR NEAR THIS CONTAINER. 

I Triple rinse emptied bulk containers. Then offer for recycling or recondition­
ing, or dispose of in a manner approved by state and local authorities. 

CONCENTRATE 

SHACKLE® C 
A CCEPTE D 

OCT 2 01986 
HERBICIDE'BY Monsanto 

Under the Fedetal Insecticide, 
Fungicide, and Rodentioide Aat, 
o.a amended, fOI the pesticide 
tegistered und, 
EPA Reg. Ne, 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in industrial, residential and ornamental areas. 

It is a violation of Federal Law to use this product in 
any manner inconsistent with its labeling. 

Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 
WARN I NG ! Read precautions on side panel 

In case of an emergency involving this product 
Call Collect, day or night (314) 694-4000. 

·, 

ACTIVE INGREDIENT: 
• 1sopropylamine salt of glyphosate ..... .• 41.01 

INERT INGREDIENTS:. . . . . . . . . . . . . . . . . . 59.01 
100.01 

•Contains 480 grams per liter or 4 pounds of the 
active ingredient isopropylamine salt of N-(phos­
phonomethyl) gfycine per U.S. gallon. Equivalent to 356 
grams per liter or 3 pounds per U.S. gallon of the acid, 
gJyphosate. 

EPA Reg. No. 524-339 

EPA Est No. 524-NC-1 

I NET ·~~~--l u.s. GAL 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D .C . 20,10 

MAIL 

OP'P'ICI: OP' Monsanto Company Pl:STICIDl:S AND TOXIC SU.ffANCl:S 

1101 17th Street N.W. 
Washington, D. C. 20036 

SUBJECT: Initiation of Reregistration Process for Pesticide 
Products Containing Glyphosate as the Single Active 
Ingr edient 

Dear Registrant: 

In accordance with the Federal Insecticide, Fungicide, 
and Rodenticide Act (FIFRA), as amended, EPA ' a Office of 
Pesticide Programs has begun the reregistration process for 
pesticide products containing the subject ingredient. Signifi­
cant changes to the statute were made in 1972, 1975, and 
1978; thus, current requirements may be substantially differe·nt 
from those in effect at the time your product(a) were registered . 
The first phase of r eregistration requires that you (1) make 
a commitment to the Agency regarding data development and 
(2) subsequently submit revised product labeling and associated 
information. 

Thia mailing contains the Guidance Document for prepara­
tion of submissions, as well as a listing of your affected 
product(s) (Attachment A), and a separate list of registrants 
with products subject to this standard and which contain 
this active ingredient (Attachment B) . The latter list is 
for the purpose of cooperative data development . 

The Guidance Document sets out the Agency's evaluation 
of all available data pertaining to the subject chemical and 
its registered uses, and its rationale for the regulatory 
actions being taken at this time . Additionally, the Guidance 
Document contains instructions describing certain of the 
steps you must take to maintain registration for your product(a). 
Products not brought into compl iance with the Guidance Document 
will be subject to suspension and/or cancellation. 
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Specifically, the enclosed Guidance Document does the 
following: 

1 . IQtroduces the purpose of this document . 

2. Explains the Agency ' s policy regarding data submis ­
sion and identifies, in table format, the data 
that must be submitted to complete the Agency's 
evaluation of each product . In addition, a 
bibliography identifying the data which is considered 
part of the data base supporting the registration 
standard is included. 

3 . Sets out time-frames for submission of required 
dat{l •. 

4 . Explains how to revise labeling for manufacturing use 
products . 

5. Provides submission instructions. 

Because of the variety and complexity of the requirements, 
and the short statutory timeframes available for certain 
actions, it is essential that you understand the specific requir e­
ments and procedures in order that you may respond in a correct 
and timely manner. Since a part of these requirements is under 
Section 3(c)(2)(B) of FIFRA, your first response may be required 
within 90 days from receipt of this letter. Please note that 
if you do not respond or do not comply fully with the requirements , 
your application may be rejected or your product registration 
cancelled or suspended. 

If, after reviewing this material, you do not understand 
what you must do or how or when you must respond, please contact 
the Product Manager listed below who will assist you in every 
reasonable way . If you wish to discuss the data requirements 
or request that certain data be waived, you must write to the 
Agency and indicate those data requirements with which you take 
issue and your rationale for doing so . After the Agency has 
had a chance to review your submission, the Product Manager will 
contact you to set up a meeting for the pur pose of resolving all 
issues relative to data requirements . 



279

• 

• 

3 

If you have any questions concerning this Guidance Document, 
you may contact the Product Manager listed below: 

Robert J. Taylor 
Product Manager 25 
Registration Division (TS- 767) 
Office of Pesticide Programs 
Environmental Protection Agency 
Washington, D. C. 20460 
Telephone 703/557-1800 

Enclosure 

Sincerely, 



280

• 

• 

ATTACHMENT A 

PRODUCTS AFFECTED BY THIS 
REREGISTRATION PROCESS 

Following is a list of your products affected by this rereg­
istration process. If this 11st is incomplete or inaccurate 
1n any way, please notify the Product Manager (PM) identified 
in the letter. 

EPA Registration Number 

524-333 

524-339 

524-370 

,2.~-3\%' 

121 

Product Name 

MON-O139 62% Solution 

Shackle C 

Roundup L&G 

f(IO N o I 3 1 'T~~ (.s3,.i) 
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ATTACHMENT B 

REGISTRANTS WITH PESTICIDE PRODUCTS CONTAINING 
- THE ACTIVE INGREDIENT 

The information attached will allow registrants with pesticide 
products containing the above ingredient to contact one 
another regarding Joint data development or sharing the cost 
of data development under section 3(c)(2)(B) of FIFRA. This 
information includes the following: EPA Reg. No . , company 
name, company address, active ingredient, percentage of active 
ingredient and type of formulation, such as Manufacturing-Use 
Product (MP), Technical Product (TP), Wettable Powder (WP), 
and Ernuls1f1able Concentrate (EC) • 

122 
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Monsanto Company 
1101 11th Street Nlf . 
Washington, DC 20036 

Attention: Thomas F. Arms t rong 

Gentlemen: 

J 1 28 

Subject: Shackle c Herbicide (Revise 54 Gallon Container 
Label and Bulk Container Label ) 

EPA Registration No . 524- 339 
Your Letter of November 11, 1985 

.. 
The labeling referred to above , submitted in connection with registration 

under the Federal I nsecticide, Fungicide, and Rodent icide Act, as amended, is 

acceptable. 

Enclosure 

A stamped copy is enclosed for your r ecor ds . 

Sincerely yours , 

Robert J . Taylor 
Pr oduct Manager (25 ) 
Fungi cide- Herbicide Branch 
Registration Division (TS-767C) 

92694 . 4'aylor . 4' 2. KEHCO . 1 /23/0.?
0
;.,J;/,.f,JiftG. 'PA:R . HD 
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CONCENTRATE 

HERBICIDE BY Monsanto JAN 2 81986 
Unde1 the F • I lnsectici-le, 
Fungicide, a.nd Rodonticido Act. 
as amended, for the pesticide 
xegl.stered under 
EPA Reg. No. 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in home lawns and gardens. 

l is a violation of Federal law to use this product in 
any manner inconsistent with its labeling. Cf) 
Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

Keep out of reach of children. 

WARNING! Read precautions on side panel. 

In case of an emergency involving this product. 
Call Collect. day or night, (314) 694-4000. 

ACTIVE INGREDIENT: 
* lsopropylamine salt of glyphosate . . . . . . . 41.0% 

INERT INGREDIENTS: . ... . .•...•.... •.. 59.0% 

100.0% 

*Contains 480 grams per liter ar 4 pounds of the 
active ingredient isopropylami"'· sa1r of N-!Qb~~. 
phonomethyl) glycine per U.S. glUon.:. : • : 

• 
Equivalent to 356 grams per liter or 3 ,ounds pAr 0~: 

•• gallon of the acid, glyphosate. : ••• : • • •••• 
• • • ••••• • •• 

EPA Reg. No. 524-339 • • • • •••• • ••••• • • • •• 
EPA Est. No. 524-LA-l •• • • • • • ••••• •• • • • •• •• • ••• • • • •• • 

NET 54 U.S. GAL 
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LIMIT OF WARRANTY AND LIABILITY 
This company warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR 
PURPOSE OR MERCHANTABILITY IS MADE. This warran­
ty is also subject to the conditions and limitations stated 
herein. 

Buyer and all users shall promptly notify this company of 
any claims whether based in contract, negligence, strict 

• 

liability, other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions beyond 
the control of this company, including but not limited to 
uses or applications in any manner not explicitly set forth in 
this label or application to or contact with desirable vege­
tation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HAN­
DLING OF THIS PRODUCT (INCLUDING CLAIMS BASED 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, OTHER 
TORT OR OTHERWl~E) SHALL BE THE PURCHASE PRICE 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF 
THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE-

• 

MENT OF SUCH QUANTITY OR, IF NOT ACQUIRED BY 
PURCHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

~ PRECAUTIONARY STATEMENTS U} _____ _ 

Hazards to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 
HARMFUL IF SWALLOWED. 
MAY CAUSE SKIN IRRITATION. 
Do not get in eyes, on skin or on clothing . 
Wash thoroughly after handling. 

FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 
15 minutes. Call a physician. 

IF ON SKIN, immediately flush with plenty of water. Remove contami­
nated clothing. Wash clothing before reuse. 

IF SWALLOWED, this product will cause gastrointestinal tract irritation. 
Immediately dilute by swallowing water or milk. Call a physician. 

In case of an emergency involving this product, Call Collect, 
day or night (314) 694 -4000. 

Environmental Hazards 

Keep out of lakes, streams and ponds. Do not contaminate water by 
disposal of waste or cleaning of equipment. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored only in stainless steel, 
aluminum, f iberglass, plastic and plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. 

The buyer and all users are deemed to have accepted the This product or solutions of this product react with such containers and 
terms of this LIMIT OF WARRANTY AND LIABILITY which tanks to produce hydrogen gas which may form a highly combustible gas 
may not be varied by any verbal or written agreement. mixture. This gas mixture could flash or explode, ~usigg serious personal 

A) injury, if ignited by open flame, spark, welder's t<ttn~lfgt,ted cigarette, or 
lj,1- other ignition source. • • : • •: • : 

U.S. Pat. No. 3,799,758and ~.s. Pat. No. 4,405,531 covers Storage and Disposal •••• • • 
use. Other patents are pending. /J) • • • 

\...# Do not contaminate water, foodst uffs, seed or fetlil.)l,~rage Qr.dii~sal. 
© MONSANTO COMPANY 1985 DISPOSAL: : • • • •: • • • 

® Shackle is a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS, MISSOURI 63167 U.S.A. Em • 

MAP-2233.O5/ 53L 

Wastes resulting from the use of this product tbat. ~ nnot be \Jsed or 
chemically reprocessed should be disposed of in a "1ndfill apt,tOM<t for 
pesticide disposal or buried on site in a safe place a~ f'°m water stll!plies. 
All disposal should be in accordance with applica1'1e~~ral, stM4Mlbcal 
procedures. • • • • • • • • 

• • • 
Emptied container retains vapor and product resi~. Observe all labeled 
safeguards until container is cleaned, reconditioned or destroyed. DO NOT 
CUT OR WELD ON OR NEAR THIS CONTAINER . 

Tr iple rinse empt led container. Then offer for recycling or reconditioning. 
or puncture and dispose of in a sanitary landfill. or by other procedures 
approved by state and local authorit ies. 
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I • . , 

I HERBICIDE BY 

CONCENTRATE 

Monsanto 
AC CEPTED 

JAN 2 81986 
Under the Federal lnaectfolde, 
Fung-1.clde, a.nd Bodentioide Aat, 
as Q.lllended, fot the pesticide 
r9111J!teted under 
EPA Beg. No 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in home lawns and gardens. 

I It is a violation of Federal Law to use this product in 
any manner inconsistent with its labeling. (j) 
Read the entire label before using this product 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
buying or using. If terms are not acceptable, return at 
once unopened. 

ACTIVE INGREDIENT: 
• f sopropylamine salt of glyphosate . . . . . . . 41.0% 

INERT INGREDIENTS: . . . . . . . . . . . . . . . . . . 59.0% 

Keep out of reach of children. 

WAR N I N G ! Read precautions on side panel. 

In case of an emergency involving this product. 
Call Collect, day or night, (314) 694-4000. 

100.0% 

*Contains 480 grams per liter or 4 pounds of the 
active ingredient isopropylarvine ~It of N-(phos­
phonomethyO glycine per U.S! gaffon. 

• • ••••• 
Equivalent to 356 grams per litefei-J,>oundi petU~. 
gallon of the acid, glyphosate. • • •: • •: •• 
EPA Reg. No. 524-339 

EPA Est. No. 524-LA-l 

NET 

• • ••••• • 
••• • • • •••• 

• 
•• • • • • ••• 
, .. ,, 

• t • 

•• • 

••••• • • ••••• 
• 

•••••• • • •• . .... , 
• • •• •• 

U.S. GAL. 
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LIMIT OF WARRANTY AND LIABILITY PRECAUTIONARY STATEMENTS 
This company warrants that this product conforms to the ~ Hazards to Humans and Domestic Animals 
chemical description on this label. NO OTHER EXPRESS ~ --------------------..:.._ __ _ 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR Keep out of reach of children. 
PURPOSE OR MERCHANTABILITY IS MADE. This warran• 
ty is also subject to the conditions and limitations stated WARN I NG! 

,, herein. CAUSES EYE IRRITATION. 

Buyer and all users shall promptly notify this company of HARMFUL IF SWALLOWED. 
any claims whether based in contract, negligence, strict MAY CAUSE SKIN IRRITATION. 

'

bility, other tort or otherwise. Do not get in eyes, on skin or on clothing. 
Wash thoroughly after handling. 

yer and all users are responsible for all loss or damage 
om use or handling which results from conditions beyond FIRST AID: IF IN EYES, immediately flush with plenty of water for at least 

the control of this company, including but not limited to leaSt 15 minutes. Call a physician. 
uses or applications in any manner not explicitly set forth in IF ON SKIN, immediately flush with plenty of water. Remove contami-
this label or application to or contact with desirable vege- nated clothing. Wash clothing before reuse. 

tat ion. IF SWALLOWED, this product will cause gastrointestinal tract irritation. 
THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND Immediately dilute by swallowing water or milk. Call a physician. 

THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY In case of an emergency involving this product, Call Collect, 
OTHER SELLER FOR ANY AND All LOSSES, INJURIES day or night (3l 4) 694.4000_ 
OR DAMAGES RESULTING FROM THE USE OR HAN-
DLING OF THIS PRODUCT (INCLUDING CLAIMS BASED Environmental Hazards 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, OTHER 
TORT OR OTHERWISE) SHALL BE THE PURCHASE PRICE Keep out of lakes, streams and ponds. Do not contaminate water by 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF disposal of waSte or cleaning of equipment. 

THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF Physical or Chemical Hazards 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE· 

I
NT OF SUCH QUANTITY OR, IF NOT ACQUIRED BY 
RCHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
ENT SHALL THIS COMPANY OR ANY OTHER SELLER 

BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

The buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement. 

Solutions of this product should be mixed and stored only in stainless steel, 
aluminum, fiberglass, plastic and plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS OF THIS 
PRODUCT IN GALVANIZED STEEL OR UNLINED STEEL (EXCEPT 
STAINLESS STEEL) CONTAINERS OR SPRAY TANKS. 

This product or solutions of this product react with such containers and 
tanks to produce hydrogen gas which may form a ht.hi~ CQmbustible gas 
mixture. This gas mixture could flash or explode, catfsing serious WWQ~ 
injury, if ignited by open flame, spark, welder's torcf2..lig!ll~d cigaCettl!, ot 

/'i) other ignition source. • •••••• 
~ .. 

u.s. Pat. No. 3,799,758and U.S. Pat. No. 4,405,531 covers Storage and Disposal: ••• : . • •• •. 
use. Other patents are pending. ~ 0 Do not contaminate water, foodstuffs, seed or feed l.y st'1'8ge or dl~if<:MI. 

• • • • 
© MONSANTO COMPANY 1985 

® Shackle is a registered trademark of Monsanto Company 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. L00IS, MISSOURI 63167 U.S.A. EttJ • 

MAP-2233.04 / 53L 

DISPOSAL: •• • • • •• ••. 
Wastes resulting from the use of this product that c.fnnot be us~(J pl" 
chemically reprocessed should be disposed of in a.lM!ilflU apprQ"P.A. w 
pesticide disposal or buried on site in a safe place away,i'oO, water ~h~-
AII disposal should be in accordance with applicableAdtrt, state or local 
procedures. • • • 

Emptied container retains vapor and product residue. Observe all labeled 
safeguards until container is cleaned, reconditioned or destroyed. DO NOT 
CUT OR WELD ON OR NEAR THIS CONTAINER. 

Triple rinse emptied bulk container. Then offer for recycling or recondition­
ing, or dispose of in a manner approved by state and local authorities. 
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Director 

Monsanto 

Monsanto Company 
110117th Street. N.W. 

Weshington, D C. 20036 
Phone: (202) 452-8880 

November 11, 1985 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shackle® C Herbicide 

Dear Sir: 

EPA Reg. No. 524-339 
Stamped Labels Requested 
• 54 Gallon Container Label 
• Bulk Container Label 

Shackle® C herbicide is registered (EPA Reg. No. 524-339) by the 
Agency solely for the purpose of reformulation by those companies 
permi tted by Monsanto to manufacture a dilute glyphosate product. 
Roundup® herbicide is registered (EPA Reg. No. 524-308) by the 
Agency for use on many agricultural crops and for non-crop appli­
cations. The herbicide formulations in both of these two regis­
trations are identical to each other. 

• • 
At this time, Monsanto is submitting amended 54 gallon and bulk 
Shackle C container labels. These revised Shackle C labels con­
tain updated precautionary statements, first aid statements, and 
editorial changes to agree with the currently approved Roundup 
container labeling. 

•••••• 

For the 54 gallon and bulk container labels, attached are high­
lighted copies of these requested labels (numbers correspond to 
numbers on the attached labels): 

1. The words "before using this product" have been added. 

2. The U.S . Pat . No. 4,405,531 has been added. 

• 
• • •••••• • 

• 
• • • ••••• • 
• •• • • • •••• 

• 
• • • • • • •• • 
• ••• • • • •• • 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 

• 
• ••••• • • •• 
• ••••• • • •• •• 
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• 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
November 11, 1985 
Page 2 

3. The Precautionary Statements for "Hazards to Humans and 
Domestic Animals" and "Storage and Disposal11 have been 
updated to contain the approved Roundup label terminology. 

Enclosed for your use, are five (5) copies (includes one highlighted 
label) of each requested 54 gallon and bulk Shackle® C container 
labels. We request the Agency approve these labels as soon as poss­
ible . 

If you have questions or comments about this registration request, 
please contact Lyle Gingerich or me. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 

• • •••••• • 
• • •••••• • 

• 
• • •••••• • 
• •• • • • •••• 

• 
•• • • • • •• • 
• ••• • • • •• • 

• ••••• • • • • • 
• ••••• • • •• 
••••• • • •• ••• 

• 
• ••••• • • •• 
•••••• • • •• •• 



290

a 

I 

UNITED STATES EN VIRONMENT AL PROT ECTION AGENCY 
WASH I NGTON, D .C . 20460 

OPFIC£ OF 
~ESTICIDB:S AND TOXIC SU B SYANCSS 

\-\CN \ S 
Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Attention : Thomas F . Armstrong 

Gentlemen: 

Subject : Roundup Herbicide (Additional Information 
on Mouse Oncogenicity study) 

EPA Registration No. 524- 308 
Shackle 
EPA Registration No. 524- 330 
Polado Plant Growth Regulator 
EPA Registration No. 524-332 
Shackle C 
EPA Registration No. 524-339 
Rodeo Herbicide 
EPA Registration No. 524- 343 
Landmaster Herbicide 

✓ 

EPA Registration No. 524-351 
Your Letter of October 28, 1985 

We have your letter of october 28 , 1985 transmitting an addendum to 
the mouse study in support of the subject registrations . Further action 
will await canpletion of scientific review and evaluations. 

The accession number assigned the data is 260023. 

Sincerely yours, 

\)~J) 

Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registr ation Division (TS-767C) 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street. N W. 
Washington. 0 C. 20036 
Phone: (202) 452-8880 

October 28, 1985 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 
EPA Reg. Nos. 

Dear Sir: 

524- 308, 524- 330 , 524-332, 
524-339, 524-343 , 524-351 
Addendum to Chronic Mouse 
Study with Glyphosate 
• Additional Evaluations 

On July 21, 1983, Monsanto submitted a glyphosate chronic mouse 
study entitled "A Chronic Feeding Study Of Glyphosate (Roundup® 
Technical) In Mice (R .D. No. 480 and accession numbers 251007-
251014). Subsequently , on July 29, 1985, the Agency requested 
Monsanto to recut the male mouse kidneys to obtain further in­
formation on the presence or absence of kidney tumors. This 
additional work was completed and submitted on October 7, 1985 
to the Agency (R.D. No. 635). It is important to note that 
these additional data confirm Monsanto's initial position of no 
treatment related oncogenic effects. 

Due to the importance of this chronic mouse study to Monsanto, 
we requested noted experts (4 individual experts and a consul­
tant panel) to also review these data. They were requested to 
determine if the effects observed could be considered to be a 
treatment related oncogenic effect. The conclusions reached by 
these experts are now being submitted (R.D . No. 643) for Agency 
information and file use. 

• 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
October 28, 1985 
Page 2 

The review results from the independent evaluations of the glypho­
sate chronic mouse study are the same. Their conclusion is the 
data reveals no statistically significant difference between any 
of the treatedand control groups, and no statistically significant 
trend is present. 

Based on this information and the previously submitted information 
whicb demonstrated that glyphosate did not s how a treatment-related 
oncogenic effect in this chronic mouse study, Monsanto is hopeful 
thal the Agency will reach the same conclusion. In addition, we 
request that the review of all pending glyphosate petitions now 
be completed as soon as possible. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O .C . 20460 

OF"f'"ICC OP'" 
PltSTtCIOC:S AND TOXIC SUBSTANC~S 

Monsanto Company 
11 01 17th Street NW . 
Washington, DC 20036 

Attention : Robert w. Street 

Gentlemen: 

Subject: Roundup Herbicide (One-Year Dog Study) 
EPA Registration No. 524-308 
Shackle 
EPA Registration No. 524-3 30 
Polado Plant Growth Regulator 
EPA Registration No. 524-332 
Shackl e C 
EPA Registration No. 
Rodeo Herbicide 
EPA Registration No. 
Landmaster Herbicide 

524-339✓ 

524-343 

EPA Registration No. 524-351 
Your Letter of October 17 , 1985 

NOV I 8 

We have your letter of October 17 , 1985 transmitting a one-year dog 
study in support of the subject registrations . Further action will await 
completion of scientific review and evaluation. 

The accession number assigned these data is 260021. 

sincerely yours, 

..J,~J 
Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 
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Director 

Monsanto 

Monsanto Company 
1101 17th Street. N. W. 
Washington, 0 C. 20036 
Phone: (202.J 462 -8880 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Arlington, Virginia 22201 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Dear Sir: 

October 17, 1985 

SUBJECT: Roundup® Herbicide, 
Rodeo® Herbicide , Landmaster® 
Herbicide, Shackle® Herbicide, 
Shackle®C Herbicide, and 
Polado Plant Growth Regulator, 
EPA Reg. Nos . 524-308, 
524-330, 524-351, 524-339, 
524- 332, 524-343. 

Submission of a One-Year 
Toxicology Study in Dogs with 
Glyphosate. 

~/6{)0;) ( 

At this time , Monsanto Company submits the final report of a toxicology 
study titled: "Twelve Month Study of Glyphosate Administered by Gelatin 
Capsule to Beagle Dogs." This report is submitted in one volume 
designated RD #636, MSL 5069, and dated October 17, 1985. This study 
replaces a two- year study conducted by Industrial Biotest Laboratory and 
ruled invalid by the EPA on August 10, 1982. 

Please inform us of the accession number assigned to this submission. 

/ss 

cc: L. L. Gingerich 

reet 
Manager , Product Hea l th and 
Safety Information 
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UNITED STATES ENV IRONMENTAL PROTECTION AGENCY 

WASHINGTON, O .C. 204 6 0 

OFFIClt OF 
rESTtCIOCS AN D TOXI C SUBSTANC1t$ 

Monsanto Company 
1101 17th Street NW. 
Washington, DC 20036 

Attention : Thomas F . Armstrong 

Gentlemen: 

Subject: Roundup Herbicide (Product Chemistry Data) 
EPA Registration No. 524-308 
Shackle 
EPA Registration No. 524-330 
Polado Plant Growth Regulator 
EPA Registration No. 524-332 
Shackle C 
EPA Registration No. 524-339✓ 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Herbicide 
EPA Registration No . 524-351 
Your Letter of October 14, 1985 

NOV I 8 

we have your letter of October 14, 1985 transmitting product chemistry 

data in support of the subject registrations . This information has been 

added to the files . The accession number assigned these data is 260020. 

Sincerely yours , 

~'\-~ 
Robert J . Taylor 
Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 
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Director 

Monsanto 

Monsento Company 

II 01 17th Strut. N. W. 

Weshlngton. 0 C. 20036 
Phone. (202) 452-6860 

October 14, 1985 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 

Dear Sir: 

EPA Reg. Nos. 524- 308, 
524-330, 524- 332 , 524-339, 
524-343 , 524-351, 524-370 
Submission of Additional 
Glyphosate Product Chemistry 
Data. 

At t his time, Monsanto Company submits the "Selected Product Chemistry 
Data to Support the Continued Registration of Glyphosate (N-Phosphono­
methylglycine)" study (R.D. No. 640) as additional Product Chemistry 
data to support Roundup®, Shackle®, Shackle® C, Landmaster®, Roundup® 
L & G, Rodeo®, and Polado® Plant Growth Regulator herbicides' registra­
tions. 

Please inform me of the accession nwnber assigned to this submission. 
If you have any questions about this submission, please contact Lyle 
Gingerich or me . 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely , 

~~ 
Thomas F. Armstrong 
Registration Manager 
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UN ITED STATES ENVIRONMENTAL PROTECTION A GENCY 

WASHINGTON. D .C . 20460 

Of"Pt Cll OP 
P ESTI C IDES AN O l'OXI C S UOS "rAN CE;S 

Monsanto Company 
1101 17th Street NW. 
Washington , DC 20036 

Attention: Thomas F. Arms trong 

Gentlemen : 

Subject: Roundup Herbicide (Recut Slides for 
Chronic Mouse Study) 

EPA Registration No. 524-308 
Shackle 
EPA Registration No , 524-330 
Polardo Plant Growth Regulator 
EPA Registration No. 524-332 
Shackle 
EPA Registration No . 524-339 ./ 
Rodeo Herbicide 
EPA Registration No. 524-343 
Landmaster Herbicide 
EPA Registration No. 524-351 
Your Letter of October 7 , 1985 

OC1 I 6 985 

We have your letter of October 7, 1985 , transmitting an addendum to 
the chronic mouse study. Further-~a-ction will await completion of scientific 
review and evaluation. 

The Accession Number assigned these data is 259621 , 

Sincerely yours, 

:"I 
Jl-v\.i 

Robert J. Taylor 
Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street. N W. 
Wa shington. a c. 2003 6 
Pho ne (202.l 452 - 8880 
October 7, 1985 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Roundup® Herbicide 
EPA Reg. Nos. 

Dear Sir: 

524-308 , 524- 330, 524- 332 , 
524-339, 524-343, 524- 351 
Addendum to Chronic Mouse 
Study with Glypbosate. 

Due to the Agency's continuing concern relative to the incidence of 
kidney t umors in the chronic mouse study with glyphosate, the Agency 
requested (in their July 29, 1985 letter) Monsanto to have the gly­
phosate chronic mouse study kidneys systematically and uniformly 
recut to obtain further information on the presence or absence of 
these kidney tumors. 

To comply with the Agency ' s July 29, 1985 request, Monsanto is now . 
s ubmitting a "Pathology Report on Additional Kidney Sections Adden­
dum to Final Report dated July 21, 1983" report (RD No. 635). 
Please i nform us of the petition and accession numbers assigned to 
this s ubmission. 

Io s ummary, the EPA requested review of the r ecut kidney sections 
revealed the following: 

Confirmation of diagnosis for the original renal t ubular 
adenomas was made , i ncluding concurrence with Dr. Marvin 
Kuschner on the presence of a lesion in the coptrol group 
which represented a developing tumor. No new tumors wer e 
found in any of the control or treated groups. Thus, the 
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Direct or 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
October 7, 1985 
Page 2 

overal l incidence of renal tubular adenomas in control , low, 
mid, and high dose groups was 1/49, 0/49 , 1/50, 3/50, 
respectively. Statistical analysis of this data reveals 
no statistically significant difference between any of the 
treated and control groups, and no statistically significant 
trend. 

In conclusion , a t horough evaluation of the kidneys of male mice 
exposed to dietary l evels of glyphosate of 1,000, 5,000 , and 
30,000 ppm for 24 months revealed no evidence of chemica l ly-induced 
nephrotoxicity . Tbe renal tumors observed were considered to be 
incidental and not toxicologically significant . 

Based on t his information and the previously submitted informa tion 
which demonstrated that glyphosate did not show a treatment- related 
oncogenic effect i n this chronic mouse study , Monsanto is hopeful 
that the Agency will reach the same conclusion . In addition, we 
request that t he review of al l pending glyphosate petitions now be 
completed. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

Thomas F. Armstrong 
Registration Manager 



300

' 

Director 

Monsanto 

Monsanto Company 
1101 17th Street, N W 
Washington . D C. 20036 
Phone· (20ZJ 452 -8880 

February 12, 1985 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 

Dear Sir: 

Product Manager (25) 

Subject: Shackle® C Herbicide 
EPA Reg. No. 524-339 
Update Storage and 
Disposal Stat ements 
54 Gallon Container Label 

PR Notice 83- 3 requires that the labels of pesticides include 
updated Storage and Disposal statements. Monsanto requested 
amendments in t he Storage and Disposal language as it had been 
set forth in PR Notice 83-3. The requested amendments were 
approved by Douglas D. Campton August 24, 1984. 

To comply with PR Notice 83- 3, attached for your files are five 
(5) copies of t he Shackle C 54 Gallon container l abel which con­
tains the approved Storage and Disposal statements. 

If you have any questions, please contact Lyle Gingerich or 
myself. 

Sincerely , 

Thomas F. Armstrong 
Registration Manager • • • • 

• •• • ••• • •• 
/pt 
Enclosures 

cc : L. L. Gingerich 

• • • • •• ... . - .. 
• • • • • ••• • • 

. • • • • • • •• • • • • • • • . .. 
•• •• 

; • • • • • •• • • • 

. • • ••• . .. • • ••• •• • • • • • •• • • • • • • • ••• 
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LIMIT OF WARRANTY AND LIABie 
This company warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR 
PURPOSE OR MERCHANTABILITY IS MADE. This warran­
ty is also subject to the condit ions and limitations stated 
herein. 

Buyer and all users shall promptly notify this company of 
any claims whether based in contract , negligence, strict 
liability, other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions beyond 
the control of this company, including but not limited to 
uses or applications in any manner not explicitly set forth in 
this label or application to or contact with desirable vege­
tation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HAN­
DLING OF THIS PRODUCT (INCLUDING CLAIMS BASED 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY, OTHER 
TORT OR OTHERWISE) SHALL BE THE PURCHASE PRICE 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF 
THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE­
MENT OF SUCH QUANTITY OR, IF NOT" ACQUIRED BY 
PURCHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

The buyer and all users are deemed to have accepted the 
terms o1 this LIMIT OF WARRANTY AND LIABILITY which 
may not be varied by any verbal or written agreement. 

U.S. Pat. No. 3,799,758 and U.S. Pat. No. 4,405,531 covers 
use. Other .pateats are pending. 

• • • •••• 
• • ~ 1'!0NSAN1 O.GOMPANY 1984 
•••••• • •• • •• 
• • ~. Trademarka>f Monsanto Company 

······ • 
• ••• • • • •• • 

••••• • • • • ••••• •••••• 
J,4ONSANTO tpMPANY 

! A£!QICULTU~1L P~ ODUCTS 
• ST. L~ UIS, MIS~t/RI 63167 U.S.A. 
• • • • •••••• 

~ • 
MAP-2233.03/53L 

PRECAUTIO- Y STATEMENTS 

Hazard to Humans and Dom~st ic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION. 

HARMFUL IF SWALLOWED. 

Do not get in eyes, on skin or on clothing. 

FIRST AID: In case of contact, immediately flush eyes with 
plenty of water for at least 15 minutes. Call a physician. 
Flush skin with water. Wash clothing before reuse. 

Environmental Hazards 
Keep out of lakes, streams and ponds. Do not contaminate 
water by disposal of waste or cleaning of equipment. 

Physical or Chemical Hazards 
Solutions of this product should be mixed and stored only in 
stainless steel, aluminum, f iberglass, plastic and plastic­
lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS 
OF THIS PRODUCT IN GALVANIZED STEEL OR UNLINED 
STEEL (EXCEPT STAINLESS STEEL) CONTAINERS OR 
SPRAY TANKS. 

This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which may 
form a highly combustible gas mixture. This gas mixture 
could flash or explode, causing serious personal injury. if ig­
nited by open flame, spark, welder's torch, lighted ciga­
rette, or other ignition source. 

Storage and Disposal 
Do not contaminate water, food, or feed by storage or 
disposal. 

Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed of in 
a landfill approved for pesticide disposal or buried on site in 
a safe place away from water supplies. All disposal should 
be in accordance with applicable Federal, state or local pro­
cedures. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

Triple rinse emptied container. Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary 
landfill, or by other pr~ures approved by state and local 
authorities. 

-

-

-

e - CONCENTRATE 

SHACKLE® C 
HERBICIDE BY 

Monsanto 
For formulation of products (not to exceed 10% active ingredient) for 

weed and grass control in home lawns and gardens. 

It is a violation of Federal Law to use this product in 
any manner inconsistent with its label~ng. 

ACTIVE INGREDIENT: 
* lsopropylamine salt of glyphosate _ . .. . _ . . 41.0% 

- Read the entire label before using this product. 

Read "LIMIT OF WARRANTY AND LIABILITY" before 
-Ouying or using. If terms are not acceptable, return at 
once unopened. 

INERT INGREDIENTS: .. . . . . __ .. _ . .. . _ . _ 59.0% 

100.0% 

*Contains 480 grams per liter or 4 pounds of the 
active ingredient isopropylamine salt of N-(phos­
phonomethyQ glycine per U.S. gallon. 

Keep out of reach of children. 

WARN I NG~ Read precautions on side panel. 

In case of an emergency involving this product, 
Call Collect, day or night, (314} 694-4000. 

Equivalent to 356 grams per liter or 3 pounds per U.S. 
gallon of the acid. glyphosate. 

EPA Reg. No. 524-339 

EPA Est. 524-LA-1 

b:~T EJEvl.Z:-iE]) 
b /.t1i,ci:-t10.r.oe With PR NoUce- 82-2. 
:.:i:-.:oa q D.r.:1tt Labeling Datett -

NET 54 U.S. GAL 
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UNITED ST ,A TE~ ENVIRONMENT AL PROTECTION AGENCY 

WASHINGTON, 0 .C 20460 

OFPICE OF 
PESTtC:.JDSS ANO TOXtC SUB$1"ANCE.8 

Monsanto Company 
110 1 17th Street, NW 
Washington, DC 200 36 

Attention: Tom Armstrong 

Gentlemen: 

Subject : Roundup Herbicide (Cattle Palatability Study) 
EPA Registration No . 524-308 
Shackle Herbicide 
EPA Registration No . 524-330 
Shackle C Herbicide / 
EPA Registration No . 524-33¥ 
Polado Herbicide 
EPA Registration No. 524-332 
Rodeo Herbicide 
EPA Registration No . 524-343 
Your Letter of August 30 , 1984 

JAN '2 3 \9S5 

The scientific review and evaluation of the study submitted have been 
completed . The following are our comments and/or conclusions : 

1. The feeding of concentrate diet did not result in any significant 
differences in feed consumption, milk production or animal health or 
behavior. 

2. The Milk and Meat Residue Study with glyposate and aminomethylphosphonic 
acid is now considered valid. 

Sincerely yours, 

~":) 
Robert J . Taylor 
Product Manager (25) 
Fungicide-Herbicide Branch 
Registration Division (TS-767C) 
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U•~ITED STATES L"-VIRONM[Nl AL PROTl:CTION AGENCY 

WASHINGTON , DC 20460 

orricE Of' 
PESTICIOC:S AND T OXIC ~Lil ~ lANCC.~ 

JAN 41985 

MEMORANDUM 

SUBJECT : 

FROM: 

TRU : 

To : 

RCB Review of IBT Validation Report . Milk and Meat 
Residue Study with Glyphosate and Aminomethylphosphonic 
Acid . IBT #651- 3775 . Addendum of 9/10/84 . 

Edward Zager , Section Head , 
Special Registration Section 2 
Residue Chemi stry Branch , 
Hazard Evaluation Division (TS-7 69) 

Charles L . Trichilo , Ph . D., Chief 
Residue Chemistry Branch 
Hazard Evaluation Division (TS-769) 

Vicki Walters 

fvltul 1i~ 
/ 

PM-25 , Registration Division (TS-767) 

RCB classified IBT s tudy #651-3 775 as invalid due to t he 
lack of feed consumption data . We expressed particular concern 
that the addition of the glyphosate : aminomethylphosphonic 
acid mixture to the diet rendered it unpal atable thus caus ing 
the amount of test material co nsumed by the cows t o be s igni­
ficant l y less than sta t ed in the protocol . 

To validate the study , Monsanto has now submitted the results 
of a study in which 3 lactating dairy cattl e recei ved concent rate 
diets fortified with 400 ppm glyphosate and ami nomethylphosphonic 
ac i d in a 3 : 1 ratio . Three controls were administer ed non-fortified 
diets. The feeding of concentrate diets did not result in any 
s ignificant differences in feed consumption, milk production 
or animal health or behavior. 

RCB now considers the Milk and Meat Residue S tudy with Glyphosate 
and Am inomethylphosphonic Acid to be valid. 

cc : R.F., Circu , Reviewer , S . F. (Glyphosa te) 
TS-769:E . Zager : Revised by : wh:1/4/84 
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Monsant.o Ccapany 
1101 17th Street NW. 
Waehingt.on, DC 20036 

Attention, Tan P. Arlllstrong 

Gentlemen : 

SUbject, Shackle Herbicide (Update St.orage and Diaposal State•enta) 
EPA Registration No. 524-339 
Your Letter Dated Deceaber 5, 1984 

t The labeling referred t.o above , sutaitted in connection with registration 

under the Federal Insecticide, Pungicide and Rodenticide Act, as a.ended, 1• 

acceptable. A st.aped copy is enclosed for your records . 

.. 

Enclosure 

Sincerely yours, 

Robert J . Taylor 
Product Manager ( 25) 
Pungicide-BerbicicSe Branch 
Registration Division ('l'S-767C) 

RD/FHB:JOB:89300:R.Taylor:RD-25:eg:Kendrick:898-1270:1/22/85:Del.1/27/85 

EPA Form 1320-1 l"'-81 ) 
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LIMIT OF WARRANTY ANO LIABILITY 
This company warrants that this product conforms to the 
chemical description on this label. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF FITNESS FOR PARTICULAR 
PURPOSE OR MERCHANTABILITY IS MADE. This warran­
ty Is also subiect to the conditions and limitations stated 
herein. 

Buyer and all users shall promptly notify this company of 
any claims whether based in contract, negligence, strict 
hab,hly, other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from cond1t1ons beyond 
the control of this company, including but not hm1ted to 
uses or applications in any manner not exphc1tly set forth in 
this label or appltcat,on to or contact with desirable vege­
tation 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, AND 
THE LIMIT OF THE LIABILITY OF THIS COMPANY OR ANY 
OTHER SELLER FOR ANY AND ALL LOSSES, INJURIES 
OR DAMAGES RESULTING FROM THE USE OR HAN­
DLING OF THIS PRODUCT (INCLUDING CLAIMS BASED 
IN CONTRACT, NEGLIGENCE, STRICT LIABILITY OTHER 
TORT OR OTHERWISE) SHALL BE THE PURCHASE PRICE 
PAID BY THE USER OR BUYER FOR THE QUANTITY OF 
THIS PRODUCT INVOLVED, OR, AT THE ELECTION OF 
THIS COMPANY OR ANY OTHER SELLER, THE REPLACE­
MENT OF SUCH QUANTITY OR, IF NOT ACQUIRED BY 
PURCHASE, REPLACEMENT OF SUCH QUANTITY. IN NO 
EVENT SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR CONSEQUENTIAL 
DAMAGES. 

The buyer and all users are deemed to have accepted the 
terms of this LIMIT OF WARRANTY AND LIABILITY which 
may not be vaned by any verbal or written agreement 

U.S Pat No . ~ . 19,758 covers use Other patents are 
pending .. .. . 
.. . . 

. ,.. .. . .. 
PANY 19811 

• 'ti "r! Jdernark of M.msanto Company 
• • e •• II 9 ..... . . ····· .. 

. . 
• ...... . . 

: OO';~ANTO GQMP.<\NY 
. AGRl@ULTUllle,L "P)tODUCTS 
:s1-L<lJIS MISSOURI 63167 US A 

······ . . Era • 
MAP-2233 02 53F 

PRECAUTIONARY STATEMENTS 

Hazard to Humans and Domestic Animals 

Keep out of reach of children. 

WARNING! 
CAUSES EYE IRRITATION . 

HARMFUL IF SWALLOWED. 

Do not get in eyes. on skin or on clothing. 

FIRST AID: In case of contact. immediately flush eyes wtth 
plenty of water for at least 15 minutes. Call a physician. 
Flush skin with water. Wash clothing before reuse. 

Environmental Hazards 

Keep out of lakes. streams and ponds. Do not contaminate 
water by disposal of waste or cleaning of equipment. 

Physical or Chemical Hazards 
---
Solutions of this product should be mixed and stored only in 
stainless steel. aluminum, fiberglass. plastic and plastic­
hned steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR SOLUTIONS 
OF THIS PRODUCT IN GALVANIZED STEEL OR UNLINED 
STEEL (EXCEPT STAINLESS STEEL) CONTAINERS OR 
SPRAY TANKS 

This product or solutions of th,s product react with such 
containers and tanks to produce hydrogen gas which may 
form a highly combustible gas mixture. This gas mixture 
could flash or explode. causing serious personal in1ury, 1f ig­
nited by open flame spark, welder's torch, lighted c,ga 
rette, or other 1gnit1on source 

Storage and Disposal 
Do not contaminate water. food . or feed by storage or 
disposal. 

Wastes resulting from the use of this product that cannot 
be used or chemically reprocessed should be disposed of m 
a landfill approved for pest1cIde disposal or buried on site in 
a safe place away from water suppltes. All disposal should 
be ,n accordance with applicable Federal, state or local pro• 
cedures. 

Emptied container retains vapor and product residue 
Observe all labeled safeguards until container Is cleaned, 
recond1t1oned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

Tnple rinse emptied bulk containers. Then otter tor recycl 
mg or 1econd1t1onmg. or dispose of in a manner approved 
by state and local author1t1es 

-

-

CONCENTRATE 

~:m..t]~l::I C 
I 

HERBICIDE BY Monsanto 
For formulation of products (not to exceed 10% active ingredient) for 

weed and grass control in home lawns and gardens. 

-It is a violation of Federal law to use this product 1n 
any manner inconsistent with its labeling. 

Read the entire label. 

Read "LIMIT OF WARRANTY AND LIABILITY" befor 
buying or using. If terms are not acceptable, return , 
once unopened. 

Keep out of reach of children. 

WARN I NG! Read precaulton~ on side panel 

In case of an emergency involving this product Cal 
Collect. day or night. (314) 694-4000 

0 
~ 
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ACTIVE INGREDIENT 
,:, lsopropylamrne salt of glyphosate . . . . . . . 41.0°-o 

INERT INGREDIENTS ......•... . ....... 59.0°~ 

I00.0% 

'Contains 480 grams per liter or 4 pounds of the 
active ingredient isopropylam1ne salt of N-(phos­
phonomethyl) glycine per U.S. gallon 

Equivalent to 356 grams per liter or 3 pounds per U.S 
gallon of the acid. gfyphosate. 

EPA Reg. No 524-339 

EPA Est . 524 NC I 

NET U.S. GAL 
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1. REGISTRATION NUMBER CYCLE 2. DATE RECEIVED 

t 
SUBMISSION REVIEW RECORD I I s ;). I ~ I -7" I I ~ b 11 I MO DAY YR 

G I I I 
3. lCIO PUBLICATION NECESSARY 4 , PET ITI ON NO. 5. RECEIVED PM T EAM 

• YES • NO 
MO DAY Y R 

I l I 
6. METHOD OF SUPPORT 7. PRODUCT MANAGER NO. 8, PROJECTED RETURN 

• 2A D za D zc I 
MO DAY YR 

. I I I 
-9,0ATE PULLED 1Q. DATE PUBLISHED 11. ACTION TYPE CODE 12. OUTGOING DATE 

\ \ ,.., \t.5" - ll..-t~ )dit,,._~~ cm., s.-t4 
I MO DAY YR - e.J 11 • S' uf"(\;~ -lv 1s O'"'O I I I 

!I: 0A TE REVIEW CXlMPLETEO 
~lllLII 

, 
REVIEWER COM-

~6 ~CLO 
REVIEW TYPE CODE SIGNATURE OF REVIEWER MENT 

a:~ • O (Inltlol.r) . CODE MO DAV YR a:1-u 

A REVIEWABILITY TEAM I I I I I 
B PRODUCT MANAGER TEAM 

I I I t I EFFICACY REVI EW 

C 
PRODUCT MANAGER TEAM 

I HUMAN SAFETY REVIEW . I I I I 
D PRODUCT MANAGER TEAM EN• 

I I I I I VIRONMENTAL SAFETY REVIEW 

E PRODUCT MAN4GER TEAM 

I I I I I RESUBMISSION REVIEW 

F PRODUCT MANAGER I I 4 \Jl(w NY.le o It I I 7 ~,5 
G I I - I I I INTERAGENCY REFERRAL 

H - . 
. I I co~--•NEFIT REVIEW I· . . I .. -- - I . . 

I PUBLIC COMMENTS REVIEW I I 
. I I I . 

J EEE BRANCH INSECT ICIDE 

I I I I I EFFICACY 

K £EE BRANCH HERBICIDE 

I I I I I EFFlCACY 

' 
L EEE BRANCH FUNGICIDE 

I EFFICACY I I I I 
M EEE BRANCH RODENTICIDE 

I I I I I EFFICACY 

N 
£EE BRANCH DISINFECTANT 
EFFICACY I I I I I 

0 
CHEMISTRY BRANCH 
RESIDUE CHEMISTRY I I I I I 

p EEE BRANCH ENVIRON· 
M ENT4L CHEMISTRY I I I I I 

a TOXICOLOGY BRANCH 
HUMAN SAFETY I I I I I 

R 
EE£ BRANCH ENVIRON• 

I I I MENTAL SAFETY I I 
s I I I I I 
T I I I I 

PRODUCT MANAGER SIGNATURE TYP E OF RESPONSE CODE 

I 
EPA P'orm 1570•1 3 (3•75) 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street. N W. 

Washington , D. C. 20036 
Phone (202J 452-8880 

December 5, 1984 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 

Dear Sir: 

Product Manager (25) 

Subject: Shackle® C Herbicide 
EPA Reg. No. 524- 339 
Update Storage and 
Disposal Statements 
Container Label 

PR Notice 83-3 requires that the labels of pesticides include 
updated Storage and Disposal statements. Monsanto requested 
amendments in the Storage and Disposal language as it bad been 
set forth in PR Notice 83- 3. The requested amendments were 
approved by Douglas D. Campton August 24, 1984. 

To comply with PR Notice 83-3, attached for your files are five 
(5) copies of the Shackle C container label which contains 
the approved Storage and Disposal statements. 

If you have any questions, please contact Lyle Gingerich or 
myself. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

~~ 
Thomas F. Armstrong 
Registration Manager 

• • ••• • • • • 

• • 

• • • . . 
• • • • 

• • 

••• • • • • • • • 

• • • 

••• • • • •• • 

• • •• • •• . • • • • • • • • • • • •• •• • 

• •• ••• • • • • • • • • • •• • • 

• ••• • • •• • • •• • • •• ••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~onsanto Company 
1101 17th 6Ut.1et, 't1W 
Wu~hingt.on , oc 20036 

Att.ention: Glynaaec EdWBrds 

ntl en, 

6ul:,Juct: Shackle C horbicid 

\ 

E~A Iw9i6tr4tion ~o. 524-339 
Your Lettei: ct Fe.bx.uary 23, 1984 
R6, Acute inhalation and Dcnnal sens1t1tation Studiee 

\ e have c:0111pl ted a review of your request for • waiver of the Above 

data requ.ixement& . Ba111t-cl on information aumi ttts in your letter ot l'e.bruax y 

23, 19 4, the Acute Inhalat.ion and Dermal ~enaitizaUon Studies &;i:e waived. 

No additional precautionary atatem~nta are required, as thie time. 

Sincerely yo~s, 

Robert J • Taylo:t 
Prod.uct Mana9ex ( 25) 
Fungicide-Herbicide Branch 
Regl&tiation Division (T6-767C) 

RD:45058:~aylor:RD-19:sah:11/14/84:Kenderick & Co., 898-1270:Del.1 1/27/84 

CONCUftRltNc•s 

SYM90(. • TS - 'Ji 'l C 
SIJ---• ,;L_m_,_1/_e,_r:-_ 
DATlt • //-16 c?f 

--- ----- ------------ ------------ -------------
-•--a-•-- ••-•••------••-•-•--•---- -------•--

EPA Form 1320 l (4-81) OFFICIAL FILE COPY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WAS HINGTON, D .C. 20460 

O FF ICE OF 
PESTI C IDKS ANO TOXt C SUBSTANCE S 

MEMORANDUM 

Date : October 22 , 1984 

Subject : EPA Registration Number 524- 339 
Shackle C Herbicide 

From: 

To: 

Deloris F . Graham 
FHB/TSS 

Ro bert Taylor 
Pro duct Manager (25) 

Applicant: Monsanto Agricultural Products Co. 
800 N. Lindbergh Boulevard 
St. I.Duis , MO 63 166 

Active Ingredient : 
Isopropylamine salt of Glyphosate 

Inert Ingredients ••• • •• ••••• • 
• • 4 1. 0% 

• • .59.0% 

Background: Submitted information in a letter dated February 23 , 1984 , to 
the Agency to support waiver of Acute Inhalation and Dermal Sensit ization 
Studies . 

Recommendation : 
( 1 ) Based on information submitted in the letter dated February 23 , 1984 , 
the Acute Inhalation Study and Dermal Sensitizat ion studies can be waived. 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street, N. W. 

Washington, 0. C. 20036 
Phone: (202) 452-8860 

February 23, 1984 

Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 

Dear Sir: 

Product Manager (25) 

Subject: Shackle® C Herbicide 
EPA Reg. No. 524-339 
Acute Inhalation and 
Dermal Sensitization Studies 

Several of our Shackle® C formulators have contacted us concerning 
the denial of their registrations because Monsanto did not submit 
t he following studies on the 10% solution: 

158.135 (81- 3) Acute Inhalation LC50 
158.135 (81-6) Dermal Sensitization 

We submitted an Acute Inhalation LCso Study for Roundup® Herbicide 
in March 1982 (EPA Accession Number 247188). The study was accep­
ted by the Agency as core minimum. The results indicated t hat 
Roundup® Herbicide possesses a relatively low acute inhalation 
hazard (4-hr LC50 = 3.18 mg/£). A dil ution of Roundup® Herbicide••: 
with water would not result in an acute inhalation hazard. We •• •• 
feel an acute inhalation study for the 10% solution is not required: 

On January 3, 1984, Monsanto submitted a Dermal Sensitization St~dy • 
in Guinea Pigs with Roundup® Formulation (RD 515, Part 1). Res~ls••• 
of the Range-finding Study, a 100% concentration was found to be • 
non-irritating and was selected as the concentration to use. A .••••• 
10% solution was also used in the range-finding study. Since the ••• 
use of the formulator's products will not resul t in repeated human :••• 
skin contact, we feel a study for the 10% solution is not requireJ :• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•• •••• • • •• 
•••••• • • •••• 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S . Environmental Protection Agency 
February 23, 1984 
Page 2 

We feel we have submitted the required studies and request the 
Agency to proceed with registration of the formulators' products. 

Should you have questions, please contact Monsanto. 

/pt 

cc: L. L. Gingerich 

Sincerely, 

~rhvg~ 
Glynadee Edwards 
Registration Manager 

• 

• 

• • • • •• • • 
• 

•••••• • 
• 

•• • • • • •• • 
•••• • •••• 

•••••• • • • • • 
• ••••• • • • • 
••••• • • • ••• 

• 
•• • •• • • • • 
•• • •• • • •• • • 
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REGISTRATION DIVISION DATA REVIEW RECORD 
Confidential Bu,lness Information - Does Nor Contain National Securlry Information (E.O. 12065) 

1. CHEMICAL NAME 

1 So oropc,/ t"h~i'n e So..lf at (;f<-4 -oAnsafc 
2. IDENTIFYING NUMBER 

, 1 II 3. ACTION CODE 4. ACCESSION'NUMBER TO BE COMPLETED BY PM 

S-JY.-339 30.S-
5. RECORD NUMBER 

/;);J_ r S-'// 
6. REFERENCE NUMBER 

~ 
7. o3E7;p;(EPA) 

8. STATUTORY DUE DATE 

-
g_ l1YL~A;;e;;;fJ;rl~ 
10. PM TEAM NUMBER 

;;zs-
14. CHECK I F APPLICABLE TO BE COMPLETED BY PCB 

D Public Health/Quarantine 0 Minor Use 
11 . DATE SENT TO HEDrrss 

D Sub,tltute Chemlcal 0 Part of 1PM 
12. PRIORITY NUMBER 

0 Seasonal Concern 0 Review Requires Leu Than 4 Hours 
13. PROJECTED RETURN DATE 

15. INSTRUCTIONS TO REVIEWER F. INSTRUCTIONS 

fr~rn r . ../-,~n l't r<, A. HED 0 Total Auessmant • 3(e)(6) C. D BFSD h.~ h~£ An -

0 Incremental Risk Assessment • D._.P{ TSS/ RD Re.1,,e-,.u- r-e-,-,,.. .,.k_.s 
J J 

3(c)(7) and/or E.L. Johnson Ccnror"'-t"-n memo of May 12, 1977. E. D Other 

r A~,,..-a I J 8. SPRD (Send Copy of Form to SPRO PM) Ac.,.+p Tn "- a I ,.j-, o "' 
0 Chemlcal Undergoing Active 

Ser, s; frr.n +10-"'- s-1-(Arf,e.s RPAR Review 

0 Chemlcal Undergoing Active 
Registration Standards Review 

16. RELATED ACTIONS 

7. 3(c)(1 )(D) 18. REVIEWS SENT TO 

~PL D Use Any or All Avallable Information 0 Use Only Attached Date 0TB DEEB DEF 
Use Only the Attached Date for Formulation and Any or All 

D RCB D EFB DcH D BFSD D Available Information on the Tachnl~I or Manufacturing Chemlcal . 

TYPE OF REVIEW 
NUMBER OF ACTIONS 

h9. To 
Registration Petition EUP SLN Sec. 18 Inert MNR. USE Other 

TOXICOLOGY 

0 
ECOLOGICAL EFFECTS 

w 
:c 

RESIDUE CHEMISTRY 

ENVIRONMENTAL DATE 

CHEMISTRY 

(/) 
(/) 

t: 
0 

EFF ICACY 

a: 

X PRECAUTIONARY LABELING I 
~ ECONOMIC ANALYSIS I!. 
m 

Label Submitted Confidential Representative 23. Date Returned to RD 24. Include an Original and 4 (four) 

20. 0 with Application 21. 0 Statement of 22 0 Labels Show ing (to be completed by Copies of This Completed Form 

Attached Formula · Accepted Uses HED) for Each Branch Checked for 
Attached Review 

EPA Form 8570-13 (Rev. 11-81) PREVIOUS EDITIONS ARE OBSOLETE. 
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Monsanto 

Monsanto Company 

1101 17th Street, N W. 
Washington, D C. 20036 

Ph one· (202) 452-6880 

August 29, 1984 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection 
1921 Jefferson Davis Highway 
Crystal Mall #2 Room 716D 
Arlington, Virginia 22202 

Agency 

~~ -uv-t.1 ~ ,5 
~ ~...i.u..,, 

~~b::ili-.i 
\<-~~- ~ 

Attention: Mr. Robert J . Taylor 
Product Manager (25) 

~ \o\t.5'\\"\ "\.L"1U.W ~ 
\)~~,-.<:>~ 

\"- \011> J),..,.) 11.,;;_U ~ 
1 C, ,u.,.:v ... w , 

Shackle® C. Herbicide ~~<> 
EPA Reg. No . 524-339 J d-~ x_,.. 
Acute Dermal Sensitization ~ r,,JJ 

Data 

Dear Sir : 

On September 14 , 1983 Monsanto submitted four acute toxicity and 
irritation studies conducted with a water dilution of Shackle® 
C to a concentration of 10% AI (isopropylamine salt of glyphosate) . 

These studies were intended to support (by specific authorization 
only) future registrations that contain 10% by weight isopropylamine 
salt of glyphosate and that are water dilutions of Shackle® C. 

The Agency completed its r eview of these studies and indicated in its 
February 22, 1984 letter (attached) that acute inhalation and dermal 
sensitization studies should be submitted. 

We are submitting at this time a Acute Dermal Sensitization Study 
with Roundup® Herbicide, BD 83-007, compiled in one volume designated 
RD #551 , August 29, 1984. 

Shackle® C. herbicide (concentrate) has exactly the same composition as 
Roundup@ herbicide . Hence, the dermal sensitization study with Roundup@ 
herbicide, submitted herewith, should be applicable in support of the 
registration of a water dilution of Shackle® C to 10% AI . The r esults 
of the Roundup dermal sensitization study demonstrate that Roundup did 
not produce sensitization in guinea pigs . SimplE. dilut,.iqn .of this pro-• . . . . ~, duct with water should not change these resm .. u .. • •• . •• 

• • • • • • • • • • • • • • • • • • • • • • • • 

• • • • • • ••• • • • • • • • •• •• • ••• •• • • • • • • • • • •• • • • • • • • • • •• •• • •• ••• 
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With respect to the question on the acute inhalation study, we 
believe the acute inhalation study with Roundup, accession number 
247188, accepted by the Agency as core-minimum, should also suffice 
in support of the Shackle® C (10% AI) formulation. The four hour 
LCS0 for Roundup was determined to be 3.18 mg/1 . 

In summary, we believe the dermal sensitization study submitted 
herewith and the previously submitted and accepted acute inhalation 
study satisfy the two data gaps cited in your February 22 , 1984 letter . 

We request your concurrence with this position . We also request 
that this data serve to support duly authorized end-use formulators 
requests for registration of products consisting of Shackle® C diluted 
to 10% AI. 

Should there be any questions , please contact our Washington 
office . 

RWS:yrs 

Attachments 

cc: L. L. Gingerich 

Sincerely, 

Manager , Product Health and 
Safety Information 

• • • •• ••• • • • • ••• • • •• • • • • • • • • • • • • • • • • • • • 

• • • • • • • • • • •• •• • ••• • • • • • • • • • • • • • • •• •• • 

• • • •• • • • • • • 

• • •• • • •• • • •• • • •• ••• 
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RECEIVED MAR 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON , D .C , 20460 

2 ~-rE U 1984 
O "' F'I C £ OP' 

~IES"rt C ID ES A N D TO)(I C SU • S'TANC ll:S 

Monsanto Company 
110 1 17th street, NW. 
Washington, DC 20036 

Attention1 Mr. Tom Armstrong 

Gentlemen: 

subject: Shackle C Herbicide (Acute Toxicity Tests) 
EPA Registration No. 524- 339 
Your Letter of September 14, 1983 

The sc ientific review and evaluation of the acute studies suhnitted have 
been completed. The following are our comments and/or conclusions . 

Review of Data: 

1. The LD50 is greater than S000 mg/kg. 

2. This study is classified as core guide line data. 

3 . The t oxicity category is IV - caution. 

Acute Dermal Toxicity Study 

1. The LD50 is greater than 5000 mg/kg 

2. This study is classified a s core guideline data 

3 . The toxicity category is IV - caution. 

Primary Skin Irritation Study 

1. No irritation present a t 24 or 72 hours after treatment. Primary 
irritation score was zero. 

2. This study is classified as core guideline data 

3. The toxicity category is IV - caution •• • •• • •• • • • • • • • :._ . ••• • • •• • • • • • • • • • • • • • • • • • • . • • • • • 

• • • . • • ••• • • • • • • • •• •• • • •• •• • • • • • • • • • •• • • • • • • • • • •• •• • •• ••• 
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Eye Irritation Stucfy 

1. Al l irritation had cleared by day 7 . 

2. Thie study ia classified as core guideline data 

3 . The toxicity category ia I II - caution. 

conclusionsi 

1. The available data suppor t the conditional registration of the 
produc t tested. 

2 . To meet the requirements under conditional registra tion an acute 
inhalation and dermal sensitization should be subnitted. 

3. A final decision on precautionary labeling will await suhnission 
of requested data. 

•t~(Y your~, 

]tiert J . ayl ori 
Product M• ager ' 
Fungicide- Herbicide Branch 
Registration Division (TS-767C) 

• • •• ' .. • • • • . .... • . •• • • • . • • . • • • • • • • • • • • • 

• • • • .. • • • • • • • •• •• • •• • .. . • • • • • . . • • • • • . • • • ~- •• • •• 

• • • • • • • • • • 

" .. • • • • • ••• 
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t'roduct Name IUPA .Re,. No./rue symbol Page of MTA Shackle® C Herbicides 52 -339 l 1 

Applicant's Nome and Address To accompo.ny oopUcotlon 
SUIHISSKW Monsanto Company for realstratlon dated . 

1101 17th Street N.W. 
LlSfING Washington, D.C. 20036 None 

::,()I JltCb UJI :>l\JIJT • •••• • 
NAMI! OP S'IUDV :AJll'LlCANr ODT/\JNEI> um,\lNl;U JillQ\1 ANOIIUill. flHM UlffAJNEU t HlN - . : • ACct=.sSIQN •• 

CONTlJCTf:Jl AUJ.1 OR SCXJRC8 ruDLIC LJTI:rtA1URB arnEJl NU-~. 
• I I FJlA U5F. Cffl.Y - STI IDY . EPA GM! 'tw-0! AND ADO~ GM nnr~B 'EXPLAIN :• • • • -~•· -

A Dermal Sensitization ••• •• •• . • • • • I 
Study in Guinea Pigs with •• 4 • 

Rn11nA11 rlil lo'nnn11l <11 tinn X ' .. • • 
• • It .. . • ' . . . ... ,. • 
•• •• • • It 

-., ___ 

--
• 

,. 

I 

. 

- -

- 1-1- ,_ ,_ ,. 

lF YOO QlfCKrn ,ins COUJ>N ~ 

01, \'OJ \i JSll Yam NNtP. PI.ACr:r . 
on ,, ITT MTA SIJI\\IITTr-n.4, LlST? 
&I ,·t:s. a t1l - -.... . . .. 



320

• 

• 

Monsanto Company 
1101 17th Street, NW. 
Washington, DC 20036 

Attention, Mr. Tom Armstrong 

Gentlemen: 

2 2 FEB 1984 

Subject: Shackle C ~•rbicide (Acute Toxicity Tests) 
EPA Registration No. 524-339 
Your Letter of September 14, 1983 

The scientific review and evaluation ot the acute studies submitted have 
been completed. The following are our comments and/or conclusions. 

Review of Data: 

1. trtie LDso is greater than 5000 mg/kg. 

2. 1'his study is classified as core guideline data. 

J. The toxicity category is :rv - Caution • 

Acute Dermal Toxicity Study 

1. The LD50 is greater than 5000 mg/kg 

2. Thia study is claaaified aa core guideline data 

J. 'l'he toxicity category is IV - Caution. 

Prilllary Skin Irritation Study 

1. Ho irritation present at 24 or 72 hours after treatment. Prilllary 
irritation score waa zero. 

2 . 'fflis study is classi.fied as core guideline da.ta 

3. The toxicity category 1• IV - Caution. 

CONCU,.RlrNCES 

---------- ---------- --------- --------- ---------- --------- ---------- -----------
P M~C • ~ ~7',~ { ~ t { t ~ { =··: J ~;-~--------- --------:--------- --------->------>------------
EPA Form 1320-1 ("'·81) OFF ICIAL FIL E COPY 
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Eye Irritation Study 

1. All irritation had cleared by day 7. 

2 . Thia study ia classified as core guideline data 

3 . The toxicity category is III - Caution. 

Conclusions: 

1 . The available data support the conditional registration of the 
product testetL 

2 . To Meet the requirements under conditional registration an acute 
inhalation and dermal sensitization should be aubllitted • 

3 . A final decision on precautionary labeling will await sutnission 
of requested data. 

Sincerely yours , 

Robert J . Taylor 
Product Manager (25) 
Fungicide- Herbicide Branch 
Registration Division (TS- 767C) 

RD-FHB : OCR- 04364:Taylor :pac : Raven: 557- 2226:RD-03A:2/21/84:3/3/84 
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Attent:l 1\1 

tl : 

s. z,. 

DEC - 5 1983 

Su'hject: .·~:mdup tlexb1clde M!r.~ onao nl.c:l~y stti4y) 
J!PA Ueqi.stratia.D ;No. 52-t-!08 
Shae Rcrbicide 
!IPA ~gietrat'ion t: • 52. -l!O 

AC:kle c 6 r id.ae 
!:PA -.e~tration ~. 524-33~ ✓ 
!lolado ed:ti-elde 
EPA ~tratlon • 524-33.t 
Rodeo b!.cid.e 

A 9.i.&tretion • 524-343 
Your &.lmi ion o-t Augw,t. n, 1983 

2'h1.& ackno,,;,l gea r cei_pt. of ~ oouse -oncogenici ty study on 9lypho 
~% actl.on will wa'it. ~let.ion of f.ci.t'ntt:fic :review and cvaluat:ion. 

Vol. :t of e 
Vo1.Ul!.e l f 8 
Volume l of 8 
\1ol , of ti 

5 of .a 

~ a• Tayloe 
iPrci4actllalloACJ!lr (ZS) 
~cl~Jleddcl<le ~ 
~atral:.l.qi Dl-rldoa (ft-76,c, 

OFFICIAL FILE COPY 
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Monsanto Company 
1101 17th Street, NW. 
Waahingtan, DC 20036 

Attention: a. L, J:i.mbal.l 

Gentlemen: 

-- --- - -- ~------------------,,---------

subjects Shackle c Herbicide (Shackle C/glypboeate data 
inventory to confora with J)R Notic 83-4) 

EPA negietration No. 524-339 
Your Letter Dated Septambor 12, 1983 

We have your letter of September 12, 1983 , tranmnitting the data inventory 

for the subject product. Thia infoma.tion ha• been added to the files. The 

accession number assigned this volume 1• 251260 • 

Sincerely yours, 

Robert J. Taylor 
Product Manager (25) 
Pungicidc-Herbicide Branch 
Rc9ietraU.on Oivieion (TS-767C) 

DCR-10908:RD-7:11/22/83:KIM:Del:12/3/82 

CONCUR:RCNCllS 

::::.:t--------J--------- 1---------t------1-------- I --------1------ -1 ----------------- ---------- --------- --------- ---------- --------- --------
DATl'i • 
EPA Form 1320· 1 (<$.Sl) OFFICIAL FILE COPY 
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Monsanto 

Monsanto Company 
1101 17th Street, N. W. 

Washington, O. C. 20036 
Phone: (202) 452-8860 

September 12, 1983 

Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shackle® C Herbicide 
EPA Reg. No. 524-339 
Submission of a Shackle C/glyphosate 
data inventory to conform with 
the PR 83- 4 Interim Registration 
Procedures . .,:i 5"/.:ll>O 

Dear Sir: 

Pursuant to the interim registration procedures of PR Notice 83-4, 
we hereby submit an inventory of the data that supports the regis­
tration of Shackle C herbicide. This data inventory is organized to 
conform with the data requirements as outlined in 40 CFR 158. : .••• 

•••• 
Please note the following comments about this new data inventory: • 

•• • • • • 
1. The references for product chemistry (158.120) include sever~l •: 

"gaps". We believe that for the following reasons their re- :••••• 
quirement should be temporarily waived. • 

•• • 
The proposed data requirements for reg.istration (40 CFR 158) •••••• 
were published on 11/24/82 . Shortly thereafter, Monsanto beg~a .: 
developing a new data base for product chemistry that conforms •••• 
to the requirements of part 158. This data package will be 
completed by mid-1984 and submitted to the Agency. We believe 
that it is reasonable to allow this amount of time to respond 
to the revised requirements and, hence, request that the product 
chemistry data presently on file with the Agency be accepted to 
support proposed registrations until the new studies are completed. 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•• •••• • • •••• 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
September 12, 1983 
Page 2 

2. 

To comply with the requirements of PR 83-4 which are presently 
impeding glyphosate registrations, we have obtained a letter 
of certification/data authorization from Chevron, the only other 
data submitter of record for glyphosate. A copy of their letter 
is enclosed in the data inventory book. 

The data format used in part 158 does not include identification 
of certain data that are important for overall support of the 
product registration (e.g., applicator exposure studies). We 
have conformed to the requirements of PR 83-4 by submitting a 
data inventory under the part 158 format, but have for certain 
requirements included appendicies of supporting data. Moreover, 
we have included a copy of the previously used data references 
which list additional studies that support the registration. 

This data inventory document includes all of the data which would be 
referenced to support a registration for Shackle Cora like product. 
Because future registration applications will rely on it, we request 
that it be filed under a specific accession number that can then be 
referenced with each application. Also, we will be updating this 
document as new data are submitted and a specific accession number will 
permit specific filing instructions for the revised data references. 

Please let us know the accession number under which this submission 
is filed. If you have questions or comments about this data inventory, 
please contact me. • •• 

• • • •••• 

/pt 
Enclosure 

Sincerely, 

St even L. Kimball 
Registration Manager 

cc: C. T. Dickerson/L. L. Gingerich 

• 
•• • • • • • •• 
• • •••••• • 

• 
•• • • • • •• • 
• • • • • •••• 

•••••• • •• • • 
•••••• • • • • 
• ••• • • ••••• 

• 
•••••• • • •• -····· • • •• •• 
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Monsc'.lnto COUlpany 
1101 17th Street, NW. 
Washington, DC 20036 

Attention: s. L. Itim.bAll 

Gentlemen: 

OCT 2 5 1983 

Subject: Shackle C Herbicide (Acute Toxicology Studies) 
EPA Regietration No. 524-339 
Your Letur Dated September 14, 1983 

We have your lott r of September 14, 1983, transmitting acute toxicology 
in support of the subject registratior.. Further action will await coi;pletion 
of scientific review and evaluation. 

The accession number assigned these dat& io 251442. 

Sincerely yours, 

l?obart J. Taylor 
Product Managar (25) 
Punglclde-Herbicide BrADch 
Registration Division (TS-767C) 

RD:RJTAYLOR:DCR-10888:RD-7:RAVEN:CBP:10/21/83 

CONCUAAl:NCU 

EPA Form 1320-1 (4-81) 
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Director 

Monsanto 

Monsanto Company 

1101 17th Street, N. W. 

Washington, O. C. 20036 
Phone: (202) 452-8860 

September 14, 1983 

Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Crystal Mall #2, Room 716D 
Arlington, Virginia 22202 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shackle® C Herbicide 
EPA Reg. No . 524-339 

Dear Sir: 

Acute toxicity data on Shackle 
C diluted with water to 10% 
active ingredient. 

Shackle C herbicide is presently registered for reformulation purposes 
only. It contains 41% by weight of the active ingredient (AI) iso­
propylamine salt of glyphosate, and permits formulation of products 
not to exceed 10% AI. 

To date, we have provided the Agency with acute toxicity data for a 
Shackle C dilution containing 0.96% AI. The Monsanto product using 
this dilution is named Shackle® (EPA Reg. No. 524-330). Through the 
"formulator's exemption" and with Monsanto's permission to cite our 
data, several other companies have also registered glyphosate pro<kict~ 
containing 0.96% AI. There have also been several instances where:••••• 
product formulations containing up to 10% AI have been requested . • ••••• 
However , they have been deferred because acute toxicol ogy on such •••• 
formulations had not been completed. • 

Acute toxicity studies are now completed on water dilutions of Shackle • • C that contain 10% AI of the isopropylamine salt of glyphosate. ~ .•.: 
are now submitting these studies for your review and files. These • 
studies are intended to support (by specific authorization only) ••. 
future formulation registrations that contain 10% by weight isopro~1,• 
amine salt of glyphosate, and that are water dilutions of Shackle p, . • : 

•••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• 
• ••••• • • • • 
•••••• • • •••• 
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Director 
Registration Division (TS767C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
September 14, 1983 
Page 2 

Furthermore, when the results of the acute toxicology on Shackle C 
(10% AI) are compared to the results of similar studies on Shackle 
(0.96% AI), it is evident that they are sufficiently similar to 
permit bridging of the data in support of any similar formulation 
containing from 0.96% to 10. 0% AI (see attached table) . Neither 
formulation exceeds a category III classification. 

Two (2) copies of new acute toxicology data are enclosed for your 
review. Please notify me of the accession number for this submis­
sion and contact me if you have questions about glyphosate or these 
data. 

/pt 
Enclosures 

cc: L. L. Gingerich 

Sincerely, 

Steven L. Kimball 
Registration Manager 

• • •••••• • 
•••• • • •••• 

• ••••• • • • • • 
• ••••• • • • 

• • • • • •••• 
• 

•• • • • • •• • 
• • • • • •• •• 

•• 
••••• • • ••••• 

• 
• ••••• • • • • 
• ••••• • • •• • • 



3
3

4

Product Name EPA Re~24_.., ile Symbol Page l of 1 
l Shackle® C 

DATA ... 
Applicant's Name and Address To accompany application 

SUBMISSION Monsanto Company for regis t rati on dated 

LISTING 
1101 17th Street, N.W. 
Washington , D.C. 20036 Sept . 14, 1983 

SOURCE OF STUDY 
NAME OF STUDY APPLICANT OBTAINED OBTAINED FROH ANOTHER FIRM OBTAINED FROH ACCESSION 

CONDUCTED FROM OR SOURCE PUBLIC LITERATURE OTHER NUMBER 
STUDY EPA GIVE NAME AND ADDRESS GIVE REFERENCE EXPLAIN EPA USE ONLY 

Acute Oral Toxicity of 
Shackle C Herbicide (Diluted 
to 10% Isooroovlamine Salt 
of Glyphosate with Water) 
to Rats 
[ML-82-017; Study 830018 ] X 

Acute Dermal Toxicity of 
Shackle C Herbicide (Diluted 
to lu~ lsopropylamine Salt 
of Glyphosate with Water) 
to Rabbits 
Ll'lL- (Sj- Ul I; ::;t.uoy lUUUl~ J X 

Primary Skin Irritation 
or .:>naCK.le 1.. nero1.c1.oe 
(Diluted to 10% !so-
p~opylamine Salt of 
u.1.ypnosa 1..t: wl. 1..u wc:11..er J 
to Rabbits 
[ML-83-017; Study 830020] X 

Primary Eye Irritation 
of Shackle C Herbicide ,_. ~ . ~ - -
\..V.L.1.---- -~ .LV /o .L.;)V 

propylamine Salt of ' 
Glyphosate with Water) ' 
~ 

n .... ,_. -- _, _ .., ____ 
[ML- 83-017; ptJ.lct, . 830P'}.l ] ••• x:· 

• • • • • • • • • • • ' .. • • • • • • • •• 
IF YOU CHECKl!.lJ THIS l,;ULUM.N • DO YOU WISH YOUR NAME PLACED 
ON THE DATA SUltflTI~S iIST? •••• • • •• •• • ••• • • 
I!I YES :rrr.· ... • •• • NO • • • • • . .. •••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASH.INGTON, O .C . 20460 

AUG I 2 1983 

Ol'l"IC:1: 01' 
Pl:STIC:101:S ANC TOXIC: SU• S T ANC:U 

Monsanto Comp a ny 
800 N. Li ndberg~ Blvd. 
St. Louis, MO 63166 

SUBJECT: Product Name: Shack l e C. 
EPA Reg . No. or File Symbol : 52~ - 339 
Your Application Dated: 5/17/8 3 

Gentlemen: 

The purpose of this letter is to notify you that the 
subject application will. not be processed further until you 
have compl i ed with the new procedures for satisfying data 
support requirements . These procedures were explained in 
PR Notices 8 3-4 and 83- 4A, dated June 16, 1983, which were 
ma ilP. d to y ou earlier under separate cove~. 

Since the above notices were sent, the United States 
Supreme Court has rejected EPA's application to stay the 
Monsanto d istrict court injunction . Therefore, no further 
supplement or changes to the data support options provided 
in PR Notices 83-4 and 4A can be made available at this 
time . We in EPA a r e well aware of the difficulties which 
arise froa these court decis i ons and the complicated pro­
cedures established as a result of these decisions . Although 
t h ese recent actions have placed a heavy burden on our limited 
resources, we will work with you to continue the registration 
process to the extent possible. To that end, a shorthand 
version of the method of data support options set forth i n 
t h e PR Notices follows: 



336

.. . . 

2 

OVERVIEW OF OPTIONS 

I. OPTION: Owner Submission Method 

PR NOTICE REFERENCES 

(Pg.11 

I 

• 

( Submit a matrix chart (See Attachment A -
Sample Matrix) which includes the follow­
ing items): 

A. List of data requirements applicable to 
your product. The list must be based 
on EPA's proposed regulations in 40 CFR 
Part 158. (See Attachment B - 40 CFR 
Part 158 and Attachment E Ordering 
Guidelines.) 

8. How each of those data requirements in "A" 
are to be satisfied. Possible ways to 
satisfy. these requirements are: 

1. Reference data previously submitted to 
EPA by you, the applicant. 

2. Reference data previously submitted to 
EPA by someone other than you. (Make sure 
a letter giving permission for the use of 
all such referenced data accompanies your 
application.) 

3. Submit •data not previously submitted, or 
submit data from the public literature. 

Sect. I) 

(Pgs. 11-13 
Sect. IA) 

(Pgs . 13-15 
Sect. IB) 

(Pgs. 13-14 
Sect. IB-1) 

(Pgs. 13-14 
Sect. IB-1) 

(Pgs. 13-14 
Sect. IB-1 

4 . Document waivers of data previously allowed (Pg. 13 
by EPA. (See Attachment C - waiver list . ) Sect. IA-3 ) 

5 . Demonstrate that a data gap(s) exist . 

6 . Indicate each data requirement which is 
determined not to be applicable based on 
tier testing. 

(Pgs. 14-15 
Sect. IB-2) 

(Pg. 12 ) 
(Last para . of 
Sect. IA-1) 
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- OR -

II. OPTION: Total Permission Method 

A. Submit a letter which grants you permission to 
use all relevant data to support your applica­
tion from each company that appears on the most 
recent "Data Submitter List" (as of this mailing 
the most recent list is dated July 19, 1982) for 
each active ingredient in your product. !f your 
company is the only name that appears on the "Data 
Submitters List", simply indicate this and state 
that you are using the Total Permission Method of 
support. 

B. In certain cases EPA may know of other data 
submitters who should be written to. If this 
i~ the case, you will be -notified by this office 
after you have selected your method of support 
option. 

IMPORTANT NOTE: In addition, if you are eligible for 
the formulator's exemption, (i.e. you are formulating 
your end-use product from a purchased and registered 
source), you must submit a completed copy of the form 
attached to PR Notice 83-4A as Attachment A. You also 

,,ubmit a copy of the Confidential Statement of Formula 
or each product or cite a current (up to date) Con­
idential Statement of Formula. (A copy of the 

Confidential Statement of Formula form is enclosed for 
your use). 

(Pg. 15 
Sect. IC) 

(Pg. 12 
sect. IA-2) 

Since the PR Notices have been distributed several reoccur­
ring questions have been received. We have included a question 
and answer sheet (Attachment D) which covers those questions. 

Please read the PR Notices 83-4 and 4A thoroughly before 
making your choice, since much of the detailed information 
included in those documents is not discussed in this letter. 
In order to allow you more time than the normal 75 days to 
return your reply befo~e we treat your application as withdrawn, 
we are allowing you 150 days from the date of this letter before 
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your application will be treated as withdrawn. If additional 
time is required to comply with the provisions of the PR Notice 
an extension of time should be requested. 

If you have any questions after having thoroughly read the 
PR Notices 83-4 and 4A please call me at (AC 703)-557-1800. 

Enclosures: 

Attachment A -

~ttachment B -

Attachment C -

Attachment D -

Attachment E -

Sample 

40 CFR 

Waiver 

~~~ 
Robert Taylor, Manager 
Product Team 25 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 

Matrix 

Part 158 

List 

Question a nd Answer Sheet 

Ordering Guidelines 

Confiden tial Statement of Formula 
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...... PAZIANOS ASSOCIATES 

Robert J . Taylor 
Product Manager 25 
Regis t ration Div . /OPP 

Dear Bob, 

E. G EORGE PAZIANOS 
21 1 • . 9 T H STREET N. E. 

WASHINGTON, D.C. 20002 

5;:J</- 33/ 
May 16 , 1983 

Enclosed is a letter of author i zation from Monsanto 

a l l owi ng the u s e o f it s d a t a to s upport t he application of 

the Celex Corporation for a . 96% Glyphosate p r oduct. 

I will appreciate receiv ing a call at 546- 842 7 when you 

hav e sigiaed t he registration so I can arrange to h a v e it picked 

up . 

Warmest regards , cf-;;;:.ianos E· Geo ge 

L/bS-/ ~ - L 

:R..t;; RF llRnrR No 2l8t - Pnnl9d en OS.A 
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REGISTERED MAIL 
RETURN RECEIPT REQUESTED 

Pazianos Associates 
211 9th Street, N.E. 
Washington, D.C. 20002 

Monsanto 

MONSANTO AGRICULTURAL PRODUCTS CO. 
800 N. Lindbergh Boulevard 
St. Louis, Missouri 63167 

Phone: (314) 694-1000 

May 11, 1983 

Attention: Mr. George Pazianos 

Dear ttr. Pazianos: 

This is to acknowledge receipt of your letter dated March 2, 1983 
in connection with the application of Celex Corporation for EPA 
registration of Super K- Gro Ready to Use Systemic Weed & Grass 
Killer (.96%) which you have filed as an agent for Celex. Please 
be advised that Monsanto Company authorizes the Environmental 
Protection Agency ("EPA") to refer to data in our files on Shackle® 
C herbicide (EPA Reg. No. 524- 339) in support of the application 
specified i n the preceding sentence . 

This letter is an authorization for only EPA personnel to refer to 
Monsanto's files regarding Monsanto's aforementioned pesticide on a 
confidential basis solel y in support of said application. None of 
the data in these files is to be released to your company . 

Very truly yours, 

MONSANTO COMPANY 

By 

Manager, Registration 

• • ••• • (Title) 
• • • • • . . . • • 
• •Jpt •• • • • • •• • • • •• • • •• 

! • • • • • •• • • • • • • •• • • •• •• • • • • • • • • • • • • • • • • • • •• •• • •• • •• 
a unit of Monsanto Company 
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I\UG z 17 1981 

Monsanto Company 
1101 17th Street, N. w. 
Washington, o.c. 20036 

Attention I Glynadee Edwards 

Gentlemen: 

SUbje.et: ShacJtle(R) C 
SPA Registration No. 524- 339 

Thie will acknowledge receipt o! your submission of August 17, 1981 informing 

ua of the bulk labeling for thi• product . The label aubmitt ed has been made a 

part of the> records for this file. 

Sincerely , 

Robert J. Taylor 
Product Manager (25) 
Fungicide- fferbicido Brareh 
Registration Division (TS-767) 

TS- 767:TAYI..OR:DCRi 35503 :Wang 0797B:RAVEN: 8/25/81 
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Monsanto 

Monsanto Company 
1101 17th Streat . N. W. 
Washington. O. C. 20036 
Phone: (202) 452 -8880 

Di rector 
Registration Division (TS767C) 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
1921 Jefferson Davis Highway 
Arlington, Virginia 22202 

Attention: Mr . Robert J. Taylor 
Product Manager (25) 

Dear Sir: 

August 17, 1981 

Subject: Shackle® C 
EPA Reg. No. 524-339 
Bulk Labels 

On September 16 , 1980, the Agency approved a 54-gallon contai ner label for 
Shackl e® C herbicide. At this time we are requesting a bulk label for 
Shackle C. We plan to use the 54-gallon label, but will omit the "54 
U.S. gallon . " There will be less than ten bulk shipments made per year, 
hence, we do not wish to generate a separate label . 

Enclosed are five (5) copies of the bulk labels for your approval. 

If you have questions, please contact us . 

GE:jr 
Enclosures 

cc: Dr. J . T. Richardson 

Sincerely , 

~~~ 
Glynadee Edwards 
Registration Specialist 
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The' ~ 
Chas.~H. 
LILLY Co. 

• 

• 

7737 N.E . KILLINGSWORTH • PORTLAND, OREGON 97218 • (503) 256-4600 

July 9, 1981 

U. S. Environmental Protection Agency 
Registration Division (TS-767C) 
401 M Street, S. W. 
Washington, D. C. 20460 

Gent l emen: 

Attn : Mr . Robert J. Taylor, PM 25 
Fungicide- He rbicide Branch 
Room 412E, CM #2 

Subject: Our letter June 15 , 1981 - Application for a 
New Reg i stration - Lilly/M i ller KNOCKOUT Weed 
& Grass Ki l l er 

Enclosed is copy of letter just received from Monsanto Ag­
r icultural Products Co. (July 6, 1981) sent i n support of 
our above referred to product . 

We trust that with this information, our Applicat ion wil l 
be given prompt attention . Thank you for your considerat ions. 

Very truly yours, 

Vice President 
K 

••• • 

5200 DENVER AVENUES. • SEATTLE, WASH . 98108 • 

9919 EAST MONTGOMERY • SPOKANE, WASH . 99206 • 

• • •• 
• 

• • •••••• • 
•••• • • • •• • 

• 
•• • • • • •• • 

• • •••••• • 

(206)762-0818 

(509)922-3333 

•••••• • • • • • 
• ••••• • • • • 
• •••• • • • •••• 

• 
• ••••• • • • • 
• ••••• • • •• • • 



344

I 

I 

REGISTERED MAIL 
RETURN RECEIPT REQUESTED 

The Chas. H. Lilly Co. 
77J7 NE. Killingsworth 
Portland, Oregon 97218 

ATTN: Mr. Frank B. Stewart 

Dear Mr. Stewart : 

Monsanto 

MONSANTO AGRICULTURAL PRODUCTS CO. 

800 N Lindbergh Boulevard 

St Louis. M 1ssour1 6316 6 

Ph ir,a 314 694 1000 

Jul y 6 , 1981 

This is to acknowledge receipt of your letter dated June 15, 1981 . 
Please be advised that Monsanto Company authorizes the Environmental 
Protection Agency (" EPA") t o refer to data in our files on Shackle® 
C, EPA Reg . No . 524-339, in support of your registration of Knockout 
Weed & Grass Killer . 

This letter is an authorization for only EPA personnel to refer to 
Monsanto ' s files regarding Monsanto's afo~ement i oned pesticide on a 
confidential basis solely in support of said application. None of the 
data in these files 19 to be released to your company. 

Monsanto has filed suit against the EPA, challenging the legality and 
enforceability of Sections 3(c)(l)(D) , 3(c)(2) , and 10 of the Federal 
Insecticide , Fungicide , and Rodenticide Act, as amended ("FIFRA" ) . 
Therefore , this letter is not to be construed as an admission by 
Monsanto concerning the legality or enforceability of Sections 3(c) (l)(D) , 
3(c)(2) , and 10 of FIFRA and any r egulati ons promulgated thereunder, or 
as a waiver of Monsanto' s right to chaltenge said l egality or enforce­
ability. Nor is it to be construed as a waiver of Monsanto ' s right to 
require compensat ion for the use of said data, or any other data sub­
mitted by Monsanto . 

••• • • • 
Sincerely yours, •• 

• 
• • MONSANTO COMPANY •••••• • 

By ):-~ 'l, ,S.c Ju ----1--{}.f:~F~r--an......__k_S_._S_e-rd_y ___ 2.,._ __ _ 
•••• • • • •• • 

• 
•• • • • • 

Manager, Registration 
(Title) 

•• • 
• • •••••• 

/pt • 

a uni t o f Monsanto Company 

-

•••••• • • • • • 
•••••• • • • • 
• •••• • • • •••• 

• 
•••••• • • • • 
• •• ••• • • •• •• 
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EPA REGIST RATION NU. 

,. U.S. ENVIRONMENTAL P ROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION OIVtSION ( WH-561) 
WASHINGTON, D.C. 2 0 4 8 0 

I CATE OF ISSUANCE 

NOTICE OF PESTICIDE: D REGISTRATION 
D REREGISTRATION 

(Under the F ederal Tnsecti c ide, Fungi c ide, 
and Rodent1c 1de A c t , as amended ) 

TERM OF ISSUANCE 

NAME OF PESTICIDE PRODUCT 

NAME A N O AOORESS OF REGISTRAN T (Include ZIP code) 

II 

:, 

7 

L _J 

MOTE: Changes in labeling formula differing in substanc e from that accepted in c onnection with this regiatration must be 
submitted to end accepted by the Registration Division prior to us e of the label in commerce. In any correspondence on thia 
product a lways refer to the above U.S. EPA registration number. 

On the basis o! information furnished by the registrant, the above named pesticide 'is hereby Registered/Reregis tered unde r 
the Federal Insecticide, Fungicide, and Rodenticlde Act. 

A c opy of the labeling accepted in c onnection with this Registration/Reregistration ie returned herewith. 

R egistration is in no way to be construed as a n indorsement or a ppr oval of this product by this Agency. In order to protect 
health a nd the environment, the Administrator, on his motion, may at any time suspend or c a ncel the registration of a pest­
icide in accordance with the Ac t. T he acceptance of any name In connection with the registration of a product under this 
Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use if it bas been covered 
by others. 

• A TTACHME N T IS APPLICABLE 

SIGNATURE OF APPROVIN G O F FICI A L l CATE 

t r 
EPA Form 8S70-6 (Rev. S-76) PREVIOUS EDITION MAY 9E USEO UNTIL SUPPLY IS E X H AUSTED. 
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\...] 
LIMIT 0F WARR!'\NTY At-JD HABILffY 

This company warrants that this product conforms 
to the chemical description on this label. NO OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTABILITY IS 
MADE. This warranty is also subject to the copditions 
and limitations stated herein. 

Buyer and all users shall promptly notify this 
company of any c laims whether based in contract, 
negligence, strict liability, other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions 
beyond the control of this company, including but not 
limited to uses or applications in any manner not 

A:plicitly set forth in this label or application to or contact 
..... th desirable vegetation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
AND THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY AND ALL LOSSES, 
INJURIES OR DAMAGES RESULTING FROM THE 
USE OR HANDLING OF THIS PRODUCT (INCLUDING 
CLAIMS BASED IN CONTRACT, NEGLIGENCE, STRICT 
LIABILITY, OTHER TORT OR OTHERWISE) SHALL BE 
THE PURCHASE PRICE PAID BY THE USER OR BUYER 
FOR THE QUANTITY OF THIS PRODUCT INVOLVED, 
OR, AT THE ELECTION OF THIS COMPANY OR ANY 
OTHER SELLER, THE REPLACEMENT OF SUCH 
QUANTITY OR, IF NOT ACQUIRED BY PURCHASE, 
REPLACEMENT OF SUCH QUANTITY. IN NO EVENT 
SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR 
CONSEQUENTIAL DAMAGES. 

The buyer and all users are deemed to have 
~ cepted the terms of this LIMIT OF WARRANTY AND 
...rABILITY which may not be varied by any verbal or 

written agreement. 

U.S. Pat. No. 3,799,758 covers use. Other patents are 
pending. 

•'MONSANTO COMPANY 1980 
•• • •• • • • 

In case of an emergency involving this product, Call 
Collect, day or night, (314) 694-4000. 

• • • 

••• • • • 
MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS. MISSOURI 63166 U.S.A. 

• 
~: . 

•• • • • • •• 
• 

~ 
It is a violation of Federal Law to use this product 
in•any manner inconsistent with its labeling. 

Read the entire label. 

PRECAUTIONARY STATEMENTS --.... 

Hazard to Humans and Domestic Animals 

WARNING! 
Keep out of reach of children. 

CAUSES EYE IRRITATION. 

HARMFUL IF SWAl,.LOWED. 

Do not get in eyes, on skin or on clothing. 

FIRST AID: In case of contact, immediately flush eyes with 
plenty of water for at least 15 minutes. Call a physician. 
Flush skin with water. Wash clothing before reuse. 

Physical or Chemical Hazards 

Solutions of this product should be mixed and stored 
only in stainless steel, aluminum, fiberglass, plastic and 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR 
SOLUTIONS OF THIS PRODUCT IN GALVANIZED 
STEEL OR UNLINED STEEL (EXCEPT STAINLESS 
STEEL) CONTAINERS OR SPRAY TANKS. 
This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which 
may form a highly combustible gas mixture. This gas 
mixture could flash or explode, causing serious personal 
injury, if ignited by open flame, spark, welder's torch, 
lighted cigarette, or other ignition source. 

Environmental Hazards 

Keep out of lakes, streams and ponds. Do not contaminate 
• • '::'aiei .by disP.osal f f waste or cleaning of ~quipment. 
• • .- . . .. 

• • • • • • 
• • §to•rage an~d,spoo•a1 

Avoid contamination of seed, feed and food stuffs. . . . . . . 
• E,npti~ contaifler retains vapor and product residue. 
: ~ser-k· all iel>eled safeguards until container is cleaned, 
• 1econcGUone1t.& destroyed. DO NOT CUT OR WELD ON 

OR NEAR THIS CONTAINER. · . 13 

- • CONCENTRATE 

SHACKLE® C 
' ,,, 

HERBICIDE BY Monsanto -
ACCE PT r1 

SEP 2 4 1980 
, Under the Federal Insectk ! Fungicide, and Rodenticid L t, 
as amended, for the Pesliciac 
xegistered und, 
EPA Reg, No 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in home lawns and gardens. 

Read " LIMIT OF WARRANTY AND LIABILITY" 
before buying or using. If terms are not acceptable, 
return at once unopened . 

Read precautions on side panel. 

• • • •• ••• • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • 

WARN I=~ Ql . :.: .: ··: 
• • • • • • • ••• 

Keep out oj, teMh of .ch~dret1: 

Active Ingredient: 
• lsopropylamine salt of Glyphosate . . 41 .0% 
Inert Ingredients: . . . . . . . . . . . . . . . . . 59.0% 

100.0% 

NET 54 U.S. GAL. 

*Contains 480 grams per liter or 4 pounds of 
the act ive ingredient isopropylamine salt of 
N-(phosphonomethyl) glycine per U.S. gallon. 
Equivalent to 356 grams per liter or 3 pounds 
per U.S. gallon of the acid, glyphosate. 

EPA Reg. No. 524-

EPA Est. 524-LA-1 

. : 

' 

14 
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LIMIT OF WARRANTY AND LIABILITY 

This company warrants that this product conforms 
to the chemical descnptlon on this label. NO OTHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS FOR 
PARTICULAR PURPOSE OR MERCHANTABILITY IS 
MADE. This warranty Is also subject to the conditions 
and limitations slated herein. 

Buyer and all users shall promptly notify this 
company of any claims whether based in contract, 
negligence, strict liability. other tort or otherwise. 

Buyer and all users are responsible for all loss or damage 
from use or handling which results from conditions 
beyond the control of this company, including but not 
llimted to uses or appltcations in any manner not 

~ xplicilly set forth in this label or application to or contact 
w,:,,ith desirable vegetation. 

THE EXCLUSIVE REMEDY OF THE USER OR BUYER, 
AND THE LIMIT OF THE LIABILITY OF THIS COMPANY 
OR ANY OTHER SELLER FOR ANY ANO ALL LOSSES, 
INJURIES OR DAMAGES RESULTING FROM THE 
USE OR HANDLING OF THIS PRODUCT (INCLUDING 
CLAIMS BASED IN CONTRACT, NEGLIGENCE, STRICT 
LIABILITY, OTHER TORT OR OTHERWISE) SHALL BE 
THE PURCHASE PRICE PAID BY THE USER OR BUYER 
FOR THE QUANTITY OF THIS PRODUCT INVOLVED, 
OR, AT THE ELECTION OF THIS COMPANY OR ANY 
OTHER SELLER, THE REPLACEMENT OF SUCH 
QUANTITY OR, IF NOT ACQUIRED BY PURCHASE, 
REPLACEMENT OF SUCH QUANTITY. IN NO EVENT 
SHALL THIS COMPANY OR ANY OTHER SELLER 
BE LIABLE FOR ANY INCIDENTAL OR 
CONSEQUENTIAL DAMAGES. 

AI,he buyer and all users are deemed to have 
WJ.lccepted the terms of this LIMIT O_F WARRANTY AND 

LIABILITY which may not be varied by any verbal or 
written agreement. 

U.S. Pat. No. 3.799.758 covers use. Other patents are 
pending. 

MONSANTO COMPANY 1980 

In case of an emergency involving this product, Call 
Collect. day or night. (314) 694-4000. 

MONSANTO COMPANY 
AGRICULTURAL PRODUCTS 
ST. LOUIS. MISSOURI 63166 U.S.A. ~ • 

It is a violation of Federal Law to use !his product 
in any manner inconsistent with its labeling. 

Read the entire label. 

PRECAUTIONARY STATEMENTS 

Hazard to Humans and Domestic Animals 

WARNING! 
Keep out of reach of children. 

CAUSES EYE IRRITATION. 

HARMFUL IF SWALLOWED. , 
Do not get in eyes, on skin or on clothing. 

FIRST AID: In case of contact, immediately flush eyes with 
plenty of water for at least 15 minutes. Call a physician. 
Flush skin with water. Wash clothing before reuse. 

Physical or Chemical Hazards 

Solutions of this product·should be mixed and stored 
only in stainless steel, aluminum, fiberglass, plastic and 
plastic-lined steel containers. 

DO NOT MIX OR STORE THIS PRODUCT OR 
SOLUTIONS OF THIS PRODUCT IN GALVANIZED 
STEEL OR UNLINED STEEL (EXCEPT STAINLESS 
STEEL) CONTAINERS OR SPRAY TANKS. 
This product or solutions of this product react with such 
containers and tanks to produce hydrogen gas which 
may form a highly combustible gas mixture. This gas 
mixture could flash or explode, causing serious personal 
injury, if Ignited by open flame, spark, welder's torch, 
lighted cigarette, or other Ignition source. 

Environmental Hazards 

Keep out of lakes, streams and ponds. Do not contaminate 
water by disposal of waste or cleaning of equipment. 

Storage and Disposal 

Avoid contamination or seed, feed and food stuffs. 

Emptied container retains vapor and product residue. 
Observe all labeled safeguards until container is cleaned, 
reconditioned or destroyed. DO NOT CUT OR WELD ON 
OR NEAR THIS CONTAINER. 

I- ., 

CONCENTRATE 

HERBICIDE BY Monsanto 

For formulation of products (not to exceed 10% active ingredient) for 
weed and grass control in home lawns and gardens. 

Read " LIMIT OF WARRANTY AND LIABILITY" 
before buying or using. II terms are not acceptable, 
return at once unopened. 

Read precautions on side panel. 

WARNING! 
Keep out of reach of children. 

Active Ingredient: 
"lsopropylamine salt of Gtyphosate 
Inert Ingredients: . .... •.. .•.... 

NET 

41.0% 
59.0% 

100.0% 

'Contains 480 grams per liter or 4 pounds ::I 
the active ingredient isopropylamine sa : ~I 
N-(phosphonomethyt) glycine per U.S gaJlc- . 
Equivalent to 356 grams per hter or 3 pounos 
per U.S. gallon of the acid. glyphosate. 

EPA Reg. No. 524-339 

EPA Est. 524-LA-1 

ii J 1/ ti 
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September 24, 1980 

Director 

Monsanto 

Monsanto Company 
1101 17th Street, N. W. 
Washington . O. C. 20036 
Phone: (202) 452-8880 

Registration Division (TS-767) 
Environmental Protection Agency 
Waterside Mal 1, East Tower 
Washington, D. C. 20460 

Attention: Mr. Robert J. Taylor 
Product Manager (25) 

Subject: Shack le - c™ 
Registration of a New Product 

Dear Sir: 

On September 23, 1980, the EPA notified Monsanto by felephone that the 
agency had accepted the registration for Shack le - CM, a glyphosate 
formulation to be used for reformulation only, provided Monsanto completes 
one additional requirement. We hereby submit the required information 
to complete this registration: 

1. Monsanto agrees to submit and/or cite all data required 
for registration/reregistration of these products under 
FIFRA Section 3(c) (5) when the Agency requires all registrants 
of s imilar products to submit such data. 

Please contact us at Monsanto if you have questions regarding this 
registration. 

Manager 

/ms 

cc: Frank Serdy 

15 

3 
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1. REGISTRATION NUMBER CYCLE 2. DATE RECEIVED 

SUBMISSION REVIEW RECORD I ls~fll - lcla-!0 ! I I oi°i ti~7h G - 3. 3CIO PUBLICATION NECESSARY 4. PETITION NO. s. RECEIVED PM TEAM 

0 YES 0 NO 
MO DAY YR 

I I I 
6. METHOD OF SUPPORT 7.PROD~kc- NO. B. PROJECTED RETURN 

0 24 • 211 0 2C l:11 ( MO DAY YR 

I I I 
9.DATE PULLED 10. DATE PUBLISHED 11, ACTION TYfr! CODE 12. OUTGOING DATE 

/70 I MO DAY YR 

I I I 
Ji: DATE REVIEW COMPLETED 

>o !!!ww REVIEWER 
SIGNATURE OF REVIEWER 

COM· 
>Q.O REVIEW TYPE CODE MENT ww W>-O (Jnltlalz) CODE MO DAY YR a:.,, 
11:t-U 

X ... A 
REVIEWABILITY TEAM I I 'AV) Y)tt ( 'ov.1 't\Q l,~ I~ ~01<? -z 12 fl+,.) 

I 
B PROOUCTMANAOERTEAM 

I I I I I EFFICACY REVIEW 

' 
C 

PRODUCT MANAGER TEAM 

I I I I I HUMAN SAFETY REVIEW 

D PRODUCT MANAGER TEAM EN• 

I I • I I I VIRONMENTAL SAFETY REVIEW 
/'I 

k ... E PRODUCT MANAGER TEAM 

I I (b/1./4 lfitL_ I I I RESU8MISSION REVIEW 

t -.....) ' 
F PRODUCT MANAGER I I I I I 

- G INTERAGENCY R£FERRAL I I I I I 
H COST·BE:NEFIT REVl!aW I I I I I 
I PUBLIC COMMENTS REVIEW I I I I I 
J EEE BR.ANCH INSECTICIDE 

I I l I I EFFICACY 

' 
K EEE BRANCH HERBICIDE 

I I I I I EFFICACY 

L EEE BRANCH FUNGICIDE 

I I I I I EFFICACY 

M EEE BRANCH ROOCNTICIOE 

I I I I I EFFICACY 

N 
£EE BRANCH DISINFECTANT 
EFFICACY I I I I I 

0 
CHEMISTRY BRANCH 
RESIDUE CHEMISTRY l I I I I 

p EE£ BRANCH ENVIRON· 
MENTAL CHEMISTRY I I I I I 

Q TOXICOLOGY BRANCH 
HUMAN SAFETY I I I I I 

R 
EEE BRANCH ENVIRON• 
MENTAL SAFETY I I I I I 

s I I I I I 

- T I I I I 
PRODUCT MANAGER SIGNATURE TYPE OF RESPONSE CODE 

I 
E PA Form 8 570 - 1 3 (3•75) 9 



350*Manufacturing process information may be entitled to confidential treatment*

• 

• 

CHEMISTRY REVIEW 5 
DATE : 

SUBMITTED q - I b -~ 

REC ' D BY Div. 9 - :z. 2- -gG 

REC ' D BY CHEM . 9 - 7--i--¥'D 

REVIEW STARTED 9- 2--i_,--y0 

REVIEW COMPLETED 9-2, 2.=.~ 

SUBJECT: EPA FILE sYMBoL s 2 'f -G-C;-o APPLICANT : ~ o -n g ~ h 
FROM: FHB/TSS ~ YJ "'f'I 0- C 0-v,., ~\°'--~ ~ 
TO : TEAM Z S 

S\ cu_,k_[~ 
c_ 

SUBMI ss ION PURPOSE__.Ll'-""-.-~""-~-=--_,;_~---~-7'"-'J__,, _ c.__-=-°'-'--=1_. ¾~-----­
FI LE ( S) REFERENC~D: -----------------

ACTIVE INGREDIENT(S) 

COMMENTS : _ __.A)--"-_A _ ___.C.,_'·.-· -------------- --

ro "-,. " hu.--h y-~ V &e.. Z'"" J IJ j- v-l n-' ,J, ),, "'-:, 
~ e..., s ~ ~ £-r "TI J \ c- a,_~ - , h ~ Vs e_ 

y YO 6. \I C-t-; R o ~""' ,l - U f , 
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Monsanto 

Monsanto Company 

1101 17th Street, N W. 
Was hi ngton, D. C. 20036 
Phone: (202) 452 -8880 

September 16 , 1980 

Director 
Registration Division (TS-767) 
Environmental Protection Agency 
Waterside Mall , East Tower 
Washington, D. C. 20460 

At tn : Mr . Robert J . Taylor 
Product Manager (25) 

Subject : 
TM 

Shackle C 
Application for Registration 
of a New Product . 

Dear Sir: 

Monsanto ' s herbicide product Roundup® is presently registered with the EPA 
(EPA Reg. No. 524-308) . It is approved for use on many agricul tural crops 
and also for non- crop applications . The active ingredient in Roundup is 
the isopropylamine salt of glyphosate . Shackle®, another formulation of 
IPA-glyphosate, was developed as a dilut ed or ready-to-use product and is 
also registered with the Agency (EPA Reg . No . 524-330) . 

Other companies have requested permission from Monsanto to reformulate 
Roundup into dilute, ready-to- use products . Monsan to will consider these 
requests on a case-by-case basis . However, i t is necessary to register 
a product label which will permit such reformulation in order for any 
other company to legally reformulate the IPA- glyphosate product currently 
made by Monsanto . 

the Monsanto requests that a new product, named Shackle C, be registered by 
EPA. This new product is of the same composition as Roundup herbicide , 
but is to be labeled solely for the purpose of reformulation by those 
companies permitted by Monsanto to manufacture a ready-to-use glyphosate 
product. Five copies of the label are also enclosed. 

• •• • • • •••• 
• 

•• • • • • 
Completed Application Forms , Offer-to-Pay and Certifi cation Statements , • •• 
Confidential Statement of Formula, and two data books are enclosed for you» •• • •• files . Please note that all pertinent data on glyphosate is referenced in . 
the petitions . •• • • • • ••• 

•••• • • •••• 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••• •• 

• 
•••••• • • • • 
•••••• • • •• •• 
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Director 
Registration Division (TS-767) 
Environmental Protection Agency 

Please contact us at Monsanto if you have questions regarding this 
application. 

/pt 
Enclosures 

cc : Dr . J . T. Richardson 

Sincerely, 

Steven L. Kimball 
Registration Manager 

• •• • • • •••• 
• 

•• • • . • • •• 
•• • • • • • •• 

• 
•• • • • • •• • 
•••• • • •••• 

2 

1 

•••••• • • • • • 
• ••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
• •• ••• • • •• •• 
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REVISED 8 ' 16 / 79 

OFFER TO PAY STATB'-1EVT - - - - CITE-ALL ~!ETI-1OD 0F SUPPORT 

EPA File Symbol /Registrat ion Ntnnber ~5-'-"d"""--'-..i_.__-____ Date of anolication 

~rk\e Product \Jame 

Aryolicanr I s :fame and Address _ _____ ¼ __ C\_._.,..D:;..J)\J ..... 1..,_.S.._,_A,._l~\ -1 ..... D_.___,-..,...-------- - --

2Stt) \\JD&'¼ ~ 'i ~herz~ ~ )'.)\ vd 

THIS IS AN OFFER TO PAY COMPENSATION UNDER 40 CFR 162 .9-4 and -5 IN CONNECTION WITH 
A~ APPLICATION FOR REGISTRATION . 

l oplicant offer s and agr ees to pay compensation to other persons with regard to the 
pproval of this apolicat ion , to the extent requi red by Sections 3(c)(l)(D) and 3(c)(2)(D) 
f the Federal Insecticide , Fungicide , and Rodenticide Act , as amended (FIFR~). 

Aryplicant ackncwledges that for purposes of FIFRA 3(c)(l)(D) this auolication, and any 
resulting registration, relies on t he following data : 

I 

1 . . A.ny data submitted or specifically cited by the applicant . 
(I;-!CLUDE WITH YOUR APPLICATION TI-IF DATA SUB'-1ISSION LISTING) . 

2. Each other i t em of data in the Agency's files which: 

a . Concerns the orcperties or effects of: 

(1) Aoolicant's product; 
(2) A or oduct ident ical or substantially similar in conmosition 

to applicant ' s oroduct; or 
(3) One or more of the active ingredients of aoolicant's oroduct 

for which EPA has not published a final generic standard; and 

b. Is one of the types of data that EPA would require to be submitted for 
scientific review if the anolication sought the initial registration under 
FIFRA Section 3(c)(S) of a ryroduct with composition and uses identical or 
substantially similar to those of the aoplicant's product , under the data 
requirements in effect on the date EPA approves applicant's present application . 

~ I have notified the appropriate companies and attached the Certification Statement . 

/7 The Certification Statement will be submitted prior to registration . 

Signature and Title 

Tyued name 
~~ -C~\ .~~~ 

_________ _________ Date sign~ =0 
3 
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REVISED ~(.16/"7 ~ 

.. ::, if 

CERTIFICATION STATIMFNT 

EPA File Symbol/ Reg. No. Date of apolication to which ·9/16/80 -------524-
this statement applies 

Product Name Shackle C . ------------ - --------------------
Applicant ' s Name and Address ___ Mo_n_s_a_n_t _o_C_o_m~p_a_ny.__ _______________ _ 

800 N. Lindbergh Blvd. 

I 

St . Louis , ·Missouri 63166 

I certify that I have notified in writing the companies (except those with wham 
I have reached WTitten agreement) who have submitt:e<i da-ca upon which I have relied 
to support rirf application and offered to : 

1. Pay compensation for those dat a in accordance with Sections 
3 (c) (1) (P) and 3 (c) (2) (D) of the Federal Insecticide , 
Fungicide and Rodenticide .Act, as amended; and 

2. Commence negotiations to determine which data are subject 
to the compensation requirements of FIFR&\, and the amount 
and terms of compensation, if aTIY, due . 

The companies I haye notified are: 

/x / All camnanies listed on the Pesticide Data Submitters List for all 
active ingredients contained in my product (see 40 CFR 162.9-5) . 
(Check this box only if you are using the "cite-all" method of support.) 

n 

f7 

All comoanies listed on the Pesticide Data Submitters List for all 
active lngredients contained in my product which are not derived 
from registered and uurchased uroducts (see 40 CFR 162 .9-8(£)) . 
(Check this box only if you are using the "combined" method of support.) 

Those ccmoanies who have conducted the studies which I have submitted 
(or cited· if conducted with an identical product) (see 40 CFR 162.9-B(e)) . 
(Check this box if you are using either the "alternate' ' method of 
support or the "combined" method of support.) ••• • • • •••• 

•••••• • •• • • 
Sign.a~e and Title ~~~~ Registration Manaie/. 

Tyoed name _ _ _ ...,;s .... t __ e __ v __ en ____ L __ . ......,;;K=im=b;.;a=l=l~-------- Date signed cr 6 ~ 
•••••• • • •• 
••••• • • ••• • 

(over) 

• 
•• • • • • ••• 
•••• • • •••• 

••• ••• • • •• 
•••••• • • •• •• 

4 
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•~ ~ ~ -,;; ~~ w..:Xt ~ El'A;, ~ 4 

J~ ~ ~'2.C I IC'lcC,:' 

'? i....K. 
Of /11, (<a> 

I 

t 

•••••• •• • • • • • • • • • • ••• 
•••••• • • • •• • • • 

• • • ••••• •• • • • • ••• • • • • • • • •• • 
••••• • • • • •• • • • • • • •••••• • •• • • •• • • • ••• • • •••• 
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. . \ I 'I' . 

OFFER TO PAY STATI:-,ieIT CC:MB~ ClTE-ALL J\ND ALTEFl4'{ATE METEODS OF SU.?PORr /o 
EPA File Symbol/Registration Number 524- Date of Auolication -------
Product Na:u:.e Shackle C 

Aoplic..r.:i.t ' s Name~ Address Monsanto Company 

I 

-t 

800 N. Lindbergn Blvd; 

.. St . Louis, ·Missouri 63166 

TRIS [S #4 Qf'i'='R TO ?A.Y cr~no; ~ JO Git 162.9-8 In ~Ci 11ml REC'tsrAATIC:-. OF AN e-t>-USE m:;ux::T 
t+UOl ";r!U CO<'TA.1'4 0-."E ~ 1-C~ ,\GT/c r.;.--....-£:)f?,T(S ) OS.IVEl ~ 1) AN :.'h~ISTERE!> ra:JO..'CT OR Z) A 
Rf:GIS'iE:0> f~ 11-'AT !S ,'1:Jf ~ FilCN A'UT"r:S ~--

Appl..:.CUlt o~!or, 3rd a~~" to ~ c:.::,,,,:,enHticn ::, oc/-:::r p,r,oru vi.th ~~rd to th!» aP?TOval of t his avplic3.tion 
tn tho ex-... :-:lt ~i~ by ~icr-.:s J(c)( l) (D) .rnd 3 (c) (2)(D) of t.~ Fedcn.l ln.sec.ticic.e . Fulgicida and 
P..odem:ici.,:!,, ~ • a.) ~ (FIF;U) . .. 

Az>pllc::rnt ad:r,c;wled~~ tb-t £OT t.~ ~~ c,f FTFAA. S~ion 3(c)(l) (D). this atl'Olic:ation re lie, on, and tho 
Agenc:y ,hall ecru ice r only . the fo llc,., ii:-i ezct : 

1. Cao s~.-=~ t,y t.':~ ;::,,oliont a:nd cOl'lQ.lCt,! u.r~ t~ n,olic.:mt's f=l:\ted im,dt.-ct ar anoth~r 
T>TCCl..X:'t of id~ t :.-::i l c oroo,-:: t i on . 03 t:i :i 1 :-:3<!)1 in A; :,-:cy f: le, which "=re c oncuc: t ed "l th a pr.:6.,,::t 
of ict'1'1t-:.o! ~=s:.:ion =r ~ c:-i:=-d in,ce-:ad oi su;,,r.~~- (I~UJO: WITH YO.JR APPLICATION rrr:: 
Dt.TA Sl!a-!I~OI LrSTT}r,.) 

2. E.:d_,t.,3 tol-,,:-vx:~. fcod aclr!i-:ive reiUhticn5 , =x=tion,, and other clcaranc::,s isnied ~r tho 
Fe-'...e-n. l fo,:,d • nn. "'% • vx! Cosn,_. t :!. C Ace ; 

l. wtth r=t to tm~ .:ic~:!.v:: in~i~ts ,.-Md, a.-e der!ved ft'O'I reghtcred arwi CVTI:h:1.5e<l pr.:cucu , 
crthCT c:!Au ~r.:i:..--::..r1 :o th~ saf::cy c,f t~ ac:i\-: i.r.;,-'!'d!.::n:, ratJ1c:r tr~ to th~ sa.:ecy of th: 
end-us.e ~ C:--.c--e•.•c-r, lJ:TlCer Fi:~ 3(c) (2) (D) , no c~atic:, i3 p~.1i>le !or such rlau); ar,d 

l. With ~ to tho,-a .ictive L~1~U Yhic.'l :rr.:- r.ot deri·,ed f= rc-pster-~ and ourc.'iued p-rodu::-...:s. 
e-:ic:!t it.=,i oi ou in rhe Ag=r' s f!lu --r.ic.'i c:....~-:-n., c.~-, pr:::r-r.1~ or efie-cu of any scc.'1 activ'e 
~ien.: and u one of ~ typ-e5 of d.3u ~at ::A '-'Wld r~in: to ~ n;.':,,,itt-:-d for scienci!-ic 
review if tt:e a;;i,lio..,t SOJ;ht t.'le initial ~ist::-:ition •r.dar F1FAA SKtion 3(c) (S) of a product "1.th 
aq,os i ti cm ;md i..n t ::-nc«I t.0~ ic!i:n ti c.11..l t o tho:,~ pt't't>O' M f OT th~ :r;,o I 1c.in t • s 17?"0C!uc:t , u.'ld er t. 'ie 
au ~i=:.J in ei::~ on t.'le date EPA a:,,... -.-e-:s :~ ;.ppliont' s pr-smc a~licn:ion. 

The following acti-re in.:,~errt:s ±n this p1c•be!: are derived. from tmregistered urocbc-ts 
or orodl.!ct.s t.F:t.2.t are registered out not purchased =ram another prod.uce-r: 

• •• •••••• • • • • • • • 
• •••••• • • •• • •• 

• •• ••••• • • •• • ••••• 
• • • 

,::;:;;r • ... • J • ••••• _,.f\..#._ I h.a~re notified the a:upropriat~ corr:oa.1.ies and attached the Cert1.ficat1.or.._ ;:~~rter..ent. .• • 

n The Certification Statement will be submitted prior to :-egist:-ation. 

Signa t-.rre and Title Registration Manager 

Tyoed :'-lame Date signed ------------- --------........,--,-- -0 v c r) 

Steven L. Kimball 

• • • ••• 
••• • • • •••• 

•••••• • • • ••• 

5 
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AP 
AP 

SOLELY 
IS NOT 

'•-,L· ~ ~ ~· ~ ~ ~ (f;d' ~ t:; 

Jil~ d:,~ ~ -u> 1 Jq'7~·t 

~JC 
_et /11,/f,1, 

••• ••• • • • • • . • • • • • . ... 
······ • • • •• . . . 

• • • •• ••• •• . 
• • ••• •• • • • 

• . • • •• • 
••••• • • • • •• . • • 
······ . • • . • • • • 
• • • • . ... 
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• 
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- Product Name I o,/l'lle ~yinool 
Page l of 1 nATA Shackle C 524-

Appllcnnt 's Name nnct Address To occompo.ny opp11catron 
SUINISSTON Monsant o Company for r egistration <lated 

800 N. Lindber gh Bl vd . 
LISTING St. Louis , Missouri 63166 

S<JIJHLI: UP ::, l UIJT 
NAME OF snJDY IAl'PLICANl UlH'A.INfJ) UlHJ\lNEI> Hl(N ANOtllER JilttM UHJ'AINl:ill fR(}.{ ACCESSION 

CONl1JCTEll fll!lt OR SOURCE PUBLIC LJTPMTIJRB Oil-fER NU.IDER 
snmv · EPA GM · NM>m AND MDRF.SS GIVE JlEFEJlENCB 'EXPLAIN EPA USF. ~y 

I 

-
• • •••••• • • • • •• • • • • • • • • • • • • •• • • • • • • • • • • I • • • I I • • • • II\ IF YOO Olf:CKEJ) nns COLtJ7'N • 

00. YOI IHSt .Y~ ~01, PlACEr, . 
ON TI rE nA11',~IJQl:ITTlf~ LJS,, 7 0 YES • ! ! 0 t:q • • • •, --•• • • • j ·-• • • • e I - - - - - ·--4 

' 
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Form Approved \ 
0MB No. 158-R0066 ✓ 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
I. REFERENCE CODE 2. EPA use ONLY 

OFFICE OF PESTICIDES PROGRAM (11'11-567) 
WASHING TON, D, C, 20460 NA - -

APPLICATION FOR PESTICIDE: [x) REGISTRATION 3. COMPANY/PRODUCT NO, 4, PROPOSED CLASSIFICATION 
D REREGISTRATION 

GGo (X] GENERAi.. 

( Please reed instructions on reverse before completing) 524- D RESTRICTED A 
5, NAME ANO ADDRESS OF APPLICANT (Include ZIP Codo) &. TYPE OF CONTAI N ER 

~ METAi.. 

r 7 
00 PLASTIC 

D GLASS 

Monsanto Company D PAPER 

800 N. Lindbergh Blvd. D o TH ER (Spec/Cy) 

St. Louis, Missouri 63166 

L .....J 7, WILL CHILO RESISTANT 
~ACKAGING BE USE01 

D CHECt< IF THIS IS A NEW ADDRESS 0 YES K:) NO 

8, PRODUCT NAME 9. EXPERIMENTAL PERMIT 
N O. 

Shackle C 

10, LOCATION OF LABEL DIRECTION S II, MANNER IN WHICH LABEL IS AFFIXED TO PRODUCT 

Q oN LABEL D LITHOGRAPH D OTHER (Specify) 

CXI PAPER GLUED 

(x) ON MA TERI AL ACCOMPANYING PRODUCT D STENCILED 

12. TYPES OF DATA SUBMITTED FOR !PA USE OML Y 

X 0 1. NONE 1201 

02, PRODUCT CHEMISTRY 1202 

03, RESIDUE CHEMISTRY 1203 

0 4. ENVIRONMENTAL CHEMISTRY 1204 

oe. EFFICACY 120S 

OG, PHYTOTOXICITY 1206 

07. HUMAN SAFETY 1207 

08, DOMESTIC ANIMAL SAFETY 1208 

09. FISH ANO WILDLIFE SAFETY 1209 

10. BENEFICIAL INSECT SAFETY 1210 

I I. ACCI DEN T EXPOSURE EXPERIENCE 121 I 

12 . 0 TH ER (SDecllvl 1212 

18. OTHER (Spee/fy) 1213 

13. M ETHOD OF SUPPORT (Soo ln3tructlona) 14. CONTACT POINT 15, DATE APPLICATION 

D Required Supporlln& Date AttachM, (2A) 
RECEIVED (Stomped) 

Complete items directly below for identlfi-D R equired Supportln& Date la Subrnlued 
cation o r individual to be contacted, if by Reference, (2B) 
necessary, to process this application. 

OFFER TO PAY STATEMENT NAME 

I hereby offer to pay reasonable compensation 
Steven L. Kimball to the extent provided underSection3(c)(l )(0) 

of the Federal Insecticide, Fungicide, and • •• 
Rodenticide Act, as amended, and in accord- TITLE • • • •• •• ancc with the Regulations and Guidltnes pub-

Registration Manager • !,shed thereunder for use of any test data 
which has been submitted to the U.S. Environ- •• • 
mental Protection A gency in support of an ap- • • • TELEPHONE NO. (Include Area Code) • •• plication for the registration o f a pesticide •• • for the first lime on or after J anuary 1, 1970 

(314) 694- 3284 • • • and which may be used in support of the reg- • •• 
,stration applicat Ion for the subject pesticide. . 

•• • 
16, Sl;g-TU1. ~• 

/l ~ 
17, TITLE • • • 
Registration Mgr. •• • 

•••• 
18. TYPEO NAM!! 19, OATE SIG NED • • 

j/1t./ffo 
•••• 

Steven L. Kimball 
EPA. For"' 8570-1 Re.,, • •76l PR1':VIOUS ,EDIT(ON IS OBSOLETE. 8 

•• • • 
•• 

1 •• • • ••• 
• . .. 
• ... ' 
• . . ' 
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I. COMPANY/REGISTRATION NO, 
U.S. ENVIRONMENTAL PROTECTION AGENCY Monsanto OFFICE OF PESTICIDE PROGRAMS (WH-$67) 

WASHINGTON, O.C. 2000 524- Ge; () 
LABEL TECHNICAL DATA 3, PRODUCT NAME 

(Seo INSTRUCTIONS on beck of IHI pert) 

F Shackle C 

4. APPLICATION SITES s. PEST TYPE 7. 

(Check a/I that opp/ y) (Check all lhttl -,,ply) 

01 CROPS (Fn,Jt) 01 ALGAE 

02 CROPS (Vo4eteb/o) 02 AMPHIBIAN/REPTILE 

03 CROPS (Field) 03 BACTERIA 

04 CROPS (Spica) 04 BIROS 

011 CROPS (Nut) 011 FISH 

00 CROPS (Other) OS FOULING ORGANISMS 

10 SOIL TREATMENT (No crop apoc/lled) 07 FUNGI 

20 FOREST 08 INSECTS ANO Ml TES 

30 ORNAMENTALS 00 MAMMALS 

40 TURF 10 NEMATOOES 

10 STOREO PRODUCTS TREATMENT II PLANTS X 
el ANIMALS (L/veetock) 12 ROOENTS 8. 

e2 ANIMALS (DaJry) 13 SLIME 

113 ANIMALS (Pot) 14 SLUGS AND SNAILS 

84 ANIMALS (Laboratory) Ill VIRUS X 
ee ANIMALS (Other) 1e OTHER (Spoclly) 

71 OUTDOOR (Nocrop A4rlcullural) 

72 OUTDOOR ( Ree/dent/ Commercle/) 

73 OUTDOOR (Non e4rlcultural) 

It BUILDINGS (A4rlculturel) 6. MOOE OF ACTION 

12 BUILDINGS (Commercial) (Check ell that apply) 

13 BUILDINGS (Food Procoaal"4) 01 ATTRACTANT 

11 4 BUH.DINGS (Modica/) 02 BIOLOGICAL CONTROL 

IS BUILDINGS (Ree/den/lei) 03 CHEMOSTERILANT 

01 EQUIPMENT (Comn,erelal) 04 DEFOLIANT 

02 EOUI PMENT (Foo<V 05 DESICCANT 

93 EQUIPMENT (A4rlculturel) oe FEEDING DEPRESSANT 

04 EQUIPMENT (MedJce/J 07 GROWTH INHIBITOR ~ 

91 EQUIPMl::NT (T,aneporl1Jllon) 01 GROWTH REQULATOR 

oe LAUNDRY ANO DRY CLEANING 00 POISON (Sln4lo doH) 

07 INDUSTRIAL PRESERVATIVES 10 POI.SON (Mull/pie Doae) 

98 PESTICIDE (Manulacturln4 only) ti PRESERVATIVE 

90 OTHER (Spec.lly) 12 REPELLENT 

1 1 OTHER (Speclly) 

REMARKS. 

This product i s for reformulation use only. 

EPA Form 8S70-10 (11-7~) 

Form Approved 
0MB No. 158•R0066\ ?) 

J;. •AUNOM&.Y ·, 

' - -~ f 

' 
... 

USER TYPE 

(Cha ck el I lhet eppl y) 

01 UNSPECIFIEO GEN ERAL USE 

02 UNSPECIFIEO RESTRICTEO USE 

OS HOME - u 
0 4 JANITORIAL USE 

011 PEST CONTROL OPERATOR U 

08 COMMERCIAL APPLICATOR USE 

07 FARMER USE 

01 MEOICAL USE 

08 VETERINARY USE 

10 GOVERNMENT AGENCY USE 

11 MANUFACTURING USE 

FORMULATION 

(CheeJc one only) 

01 TECHNICAL CH£MIC AL 

02 FORMULATION INTERMEDIA'FE 

oa OUST 

0 4 GRANULAR 

OSPELLETED/TABLETTED 

oe WETTABLE POWDER 

07 WETTABLE POWDER/DUST 

01 CRYSTALLINE 

011 MICROENCAPSULATED 

10 IMPREGNATED MATERIALS 

II SELF-GENERATING SMOKE 

12 EMULSIFIABLE CONCENTRATE 

13 INVERT EMULSION 

14 FLOWABLE CONCENTRATE 

U .SOLUBLE CONCENTRATE 

,e SOLUTION (Ready to Uae) 

17 OILS (No added peallclde) 

II PRESSURIZED (Oaa) 

10 PRES.SURI ZED (Llquld) 

20 PRESSURIZED (Duet) 

21 OTHER (Specify) 

• • • • • • ••• 
• 

•• • • • • • 
ee ' • • • • • • 

• 
•• • • • • •• • 
•• • • • •• •• 

11 

• • • 
• • 

•• 
•• 

• • 

• • 
• • 



361

\~ 

• 



*Pages 362-364 Confidential Statement of Formula may be entitled to confidential treatment*



365

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*

' 
CHEMICAL NAIVIE/PESTICIDE CHEMICAL CODE (PCC) 

REQUEST FORM• 

REQUEsToR NAME: Sor#t"' 7??p/4- /r REQUEST DAre_2__P..lJ. 9s­
TEL:~ 1 c>J:..3:TP:L ORG.: pc/2 ,Y l kT.:£::-::1?::::'.'"T'I ..,,.RrrS--,,___R_o_o_M:_·1.!!J.-o S""MAIL coor.: l-"?zi5,Sh) 

tlivJn.1m.( > ., 
CSF ATTACHED: 

lie) YES If CSF is attached complete Item A and the chemical name in Item B. • NO If CSF is not attached complete Items A through C. 

A. INFORMATION REQUIRED: 
~Cllteli A,tllealt c.t.,-,, • Provide PCC and Tolerance Exemption Statua For Food-Use Inert lngredient(s) 
~ Provide PCC for Non-Food Use Inert Ingredient (s) • Provide PCC (or Active lngredient(s) • Provide PCC for Dye 
0 Detenni.ne if Fragrance is Acceptable for Use in FormuJation • Other (Describe): ______________________ _ 

B. INGREDIENT INFORMATION: 

lnl"dient No. 1: ln~ient No. 2: 

Chem. Name: Chem. Name: 

Trade Name: Trade Name: 
CAS Reg, No.: CAS Reg. No.: 

lnl"dient No. 3: l!!r<f'-int No. 4: 

Chem. Name: Chem. Name: 

Trade Name: Trade Name: 
CAS Reg. No.: CAS Reg. No.: 

C. PEST,ICIDE PRODUCT INFORMATION: 

EPA Reg, No./Flle Symbol: ..... ~ -~-------- ProdudN....: S'he, It le C Jler/;fc,'p{e._ 
Rep,trut: r1 Food-UN P9atldde~ • YES 6?J NO 
Percent ia Formuladoa (For F'. Olily): _ _.4;__._;'2 __ 

INFORMAflON ~ -

PCC:· 
TOL STA111S! -----------OTBEJl lNY.:. 

Ia.,_u.tN...~ 
PCC:. 
TOL STA'nlk _________ _ 

0111E1t INF.:. 

~., L:i::-Nf?A:-

....... Ne.." 
PCO 
'l'OL STA11JSt 
O'iBD a'NJ".: 

-~- o)(?-)(~ 
)nee completed, this form may be entitled to treatment as CBI under section 10 or FIFRA. Ir so, a red FlFRA 

CBI cover should be affixed to the request form and the document handled accordingly. 
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